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Title  42— Public  Health 

CHAPTER  IV— HEALTH  CARE  FINANCING  AD¬ 
MINISTRATION,  DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

PART  463— REVIEW  RESPONSIBILITY  AND  AU¬ 
THORITY  OF  PROFESSIONAL  STANDARDS 
REVIEW  ORGANIZATIONS  (PSRO's) 

Assumption  of  Review  Responsibility  by  Con¬ 
ditional  PSROs;  Conclusive  Effect  of  PSRO 
Determinations  on  Ciaims  Payment;  Correla¬ 
tion  of  Title  XI  Functions  With  Functions  Re¬ 
quired  Under  Title  XVIII  and  Title  XIX  of  the 
Act 

AGENCY:  Health  Care  Financing  Ad¬ 
ministration  (HCFA),  HEW. 

ACTION:  Final  rules. 

SUMMARY:  These  rules:  (1)  Establish 
procedures  for  conditional  Profession¬ 
al  Standards  Review  Organizations 
(PSROs)  to  assume  responsibility  for 
review  of  the  medical  necessity,  qual¬ 
ity.  and  appropriateness  of  health  ser¬ 
vices  for  which  payment  may  be  made 
under  the  Social  Security  Act;  (2)  re¬ 
quire  that  Medicare  fiscal  agents  and 
Medicaid  State  agencies,  in  paying 
claims  for  health  services,  accept  as 
conclusive  PSRO  determinations  as  to 
medical  necessity,  quality,  and  appro¬ 
priateness;  and  (3)  establish  policies  to 
assure  correlation  of  PSRO  activities 
with  other  review,  certification,  and 
payment  activities  relating  to  health 
care.  These  provisions  implement  sev¬ 
eral  sections  of  Title  XI-B  of  the 
Social  Security  Act. 

The  intent  is  to  assure:  ( 1 )  That  ser¬ 
vices  paid  for  under  Title  XVIII 
(Medicare)  or  Title  XIX  (Medicaid)  of 
the  Act  are  medically  necessary,  ap¬ 
propriate,  and  of  acceptable  quality; 
and  (2)  to  preclude  duplication  of 
review  and  certification  activities. 

EFFECTIVE  DATE:  These  regula¬ 
tions  are  effective  on  February  22. 
1978. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Larry  Sobel,  Legal  Analyst,  Room 
16A-40,  Parklawn  Building,  5600 
Fishers  Lane,  Rockville,  Md.  20857, 
phone  301-443-2808. 

SUPPLEMENTARY  INFORMATION: 
On  January  24,  1977  three  Notices  of 
Proposed  Rulemaking  were  published 
in  the  Federal  Register  (42  FR  4256; 
4259;  and  4260).  They  proposed  to  add. 
to  42  CFR  Part  101,  three  subparts: 

Subpart  D— Assumption  of  Review  Respon¬ 
sibility  by  Conditional  PSRO’s. 

Subpart  E— Conclusive  Effect  of  PSRO  De¬ 
terminations  on  Claims  Payment. 

Subpart  F— Correlation  of  functions  under 
Title  XI  Subpart  B  of  the  Social  Security 
Act  with  Other  Provisions  of  the  Act. 

Regulations  effective  October  1, 
1977  established  a  new  Chapter  IV  in 
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Title  42  of  the  CFR  and  transferred 
all  Health  Care  Financing  Administra¬ 
tion  regulations  to  that  new  chapter. 
Accordingly,  these  final  regulations 
are  codified  under  Subchapter  D,  Pro¬ 
fessional  Standards  Review,  of  42  CFR 
Chapter  IV  as  Part  463.  Comments  re¬ 
lating  to  the  proposed  §§  101.401 
through  101.605  are  discussed  in  rela¬ 
tion  to  redesignated  §§463.1  through 
463.28. 

A  total  of  36  comments  was  received 
from  PSRO’s,  State  Medicaid  agencies, 
health  care  providers  and  other  inter¬ 
ested  groups.  All  comments  were  con¬ 
sidered  and  are  summarized  below, 
along  with  our  responses  to  them  and 
the  changes  made  in  the  proposed 
rules. 

In  addition  to  the  comments  re¬ 
ceived,  these  regulations  reflect  provi¬ 
sions  of  the  “Medicare-Medicaid  Anti- 
Fraud  and  Abuse  Amendments”  en¬ 
acted  as  Pub.  L.  95-142  on  October  25, 
1977.  Numerous  provisions  of  this  law 
relating  to  PSRO’s  were  similar  to  pro¬ 
visions  of  these  proposed  regulations, 
particularly  the  provisions  involving 
PSRO/State  relationships.  These  pro¬ 
visions  were  the  result  of  extensive 
discussions  among  State,  PSRO,  and 
Department  representatives  which  re¬ 
sulted  in  the  eventual  framework  for 
PSRO/State  relationships  incorporat¬ 
ed  in  Pub.  L.  95-142. 

Sections  463.2(e)(3)  and  (e)(4)  of 
these  regulations  restate  section 
1155(a)(7)  of  the  Act,  added  by  Pub.  L. 
95-142,  and  provide  that  a  PSRO  will 
have  responsibility  for  review  in  inter¬ 
mediate  care  facilities  only  if  the  State 
requests  the  PSRO  to  perform  the 
review  or  if  the  Department  finds  that 
the  State  review  in  those  facilities  is 
ineffective  or  (in  combined  facilities) 
inefficient.  The  Department  will  in 
the  future  propose  regulations  to  es¬ 
tablish  criteria  for  Department  deter¬ 
minations  of  effectiveness  and  effi¬ 
ciency  under  §§  463.2(e)(3)  and  (e)(4). 

A.  Assumption  of  Review 
Responsibility 

EVALUATION  OF  PSRO  CAPABILITY 

1.  Two  comments  were  received  that 
more  specific  criteria  should  be  listed 
regarding  the  Secretary’s  evaluation 
of  an  organization  for  conditional  des¬ 
ignation  as  a  PSRO.  These  criteria  will 
be  provided  in  regulations  which  are 
under  development  within  the  Depart¬ 
ment  relating  to  agreements  between 
the  Secretary  and  PSRO’s. 

2.  One  commentator  believed  that 
the  recommendations  of  the  Medicare 
fiscal  agents  and  State  Medicaid  and 
Title  V  agencies  should  be  deleted  as 
an  evaluation  criterion,  in  §  463.2(a), 
and  another  commentator  suggested 
that  the  comments  be  reviewed  by  the 
organization  seeking  conditional  desig¬ 
nation  as  a  PSRO. 

The  Department  believes  that,  be¬ 
cause  of  their  fiscal  interest  in  PSRO 


review  of  health  care  and  because 
PSRO  determinations  are  conclusive 
for  payment  purposes  in  the  Medicaid 
program,  the  State  Medicaid  agencies 
should  be  specifically  provided  with  an 
opportunity  to  comment  on  the 
PSRO’s  capability.  In  addition,  PSRO 
consultation  with  State  Medicaid 
agencies  is  now  required  by  section 
1152(h)(1)  of  the  Act,  added  by  Pub.  L. 
95-142.  However,  a  State  fiscal  interest 
is  not  present  in  the  Medicare  pro¬ 
gram,  and  PSRO  determinations  are 
not  conclusive  for  payment  purposes 
on  Title  V  agencies.  Therefore, 
§  463.2(a)  adopts  the  proposed  rule 
with  respect  to  State  Medicaid  agency 
consultation  and  comments.  The  De¬ 
partment  further  believes  that  an  or¬ 
ganization  seeking  conditional  desig¬ 
nation  as  a  PSRO  should  have  the  op¬ 
portunity  to  respond  to  comments  re¬ 
garding  its  capability  to  perform 
review.  Therefore.  §463.2(0  provides 
this  opportunity. 

3.  A  comment  was  received  that  pro¬ 
vision  for  increased  consumer  input 
should  be  made  when  a  PSRO  is  eval¬ 
uated  for  conditional  designation.  Sec¬ 
tions  463.2(a),  (d),  and  (e)(2)  have  been 
revised  to  broaden  the  opportunity  for 
input  when  a  PSRO  is  being  evaluated 
for  conditional  designation  and  for  ex¬ 
pansion  into  the  areas  of  long-term 
care  and  ambulatory  review.  These 
sections  now  provide  that  the  Gover¬ 
nor  of  the  State  in  which  the  organiza¬ 
tion  is  located  will  be  provided  with  an 
opportunity  to  comment  at  such  times 
and  to  further  comment  if  his  views 
regarding  the  organization’s  capability 
are  different  from  the  views  of  the  De¬ 
partment.  These  provisions  have  been 
included  in  recognition  of  section 
1152(h)  of  the  Act,  added  by  Pub.  L. 
95-142,  and  the  significant  fiscal  inter¬ 
est  which  States  have  in  the  operation 
of  the  Medicaid  program.  The  Gover¬ 
nor  may,  of  course,  utilize  his  Office  of 
Consumer  Affairs  as  well  as  State 
health  officials  in  the  formulation  of 
his  comments  regarding  the  PSRO's 
capability. 

4.  In  order  to  ensure  that  the  De¬ 
partment  is  sufficiently  informed  of 
PSRO  review  activities  subsequent  to 
conditional  designation  and  to  make 
clear  that  the  Department  will  evalu¬ 
ate  the  capability  of  the  PSRO  to 
expand  into  the  areas  of  long-term 
care  and  ambulatory  care  review,  lan¬ 
guage  has  been  added  in  §  463.2(e) 
which  clarifies  that  PSRO’s  will 
submit  to  the  Department  at  least 
once  each  year  any  modifications  to 
their  approved  formal  plan  for  review, 
and  that  the  Department  will  review 
amendments  to  the  PSRO’s  formal 
plan  to  expand  into  long-term  or  am¬ 
bulatory  care  review.  Section  463.3(a) 
of  the  regulations,  as  adopted,  also 
clarifies  that  the  Department  will  pro¬ 
vide  separate  notification  to  the  PSRO 
of  the  Department’s  authorization  to 
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the  PSRO  to  exercise  review  responsi¬ 
bility  for  hospital  review,  for  long¬ 
term  care  review,  and  for  ambulatory 
care  review. 

PSRO  Assumption  op  Review 

Responsibility  and  Notifications 

5.  Comment  was  received,  regarding 
§  463.4(a),  that  the  timing  for  the  initi¬ 
ation  and  pace  of  PSRO  assumption  of 
review  responsibility  in  area  institu¬ 
tions  should  be  based  upon  the  time  of 
each  of  the  PSRO’s  notifications  to 
the  Department,  rather  that  upon  the 
phase-in  schedule,  which  is  more  accu¬ 
rately  an  estimate  of  PSRO  phase-in 
which  is  frequently  revised.  Experi¬ 
ence  has  indicated  that  the  PSRO’s 
phase-in  timetables  frequently  have 
required  revision  as  a  result  of  various 
factors  such  as  the  negotiation  of 
memoranda  of  understanding  with  the 
fiscal  agents,  and  that  the  emphasis  in 
these  regulations  on  estimates  for 
phase-in  has  been  confusing  and  ad¬ 
ministratively  burdensome.  Therefore, 
although  the  requirement  of  an  esti¬ 
mated  phase-in  schedule  (updated  as 
necessary)  in  the  PSRO’s  formal  plan 
has  been  retained,  the  final  regula¬ 
tions  clarify  that  the  date  of  the 
PSRO’s  assumption  of  review  respon¬ 
sibility  relates  to  the  PSRO’s  notifica¬ 
tion  in  the  newspaper  and  to  the  De¬ 
partment  and  affected  health  care  in¬ 
stitutions  of  its  exact  date  of  assump¬ 
tion  of  review  responsibility  in  the  in¬ 
stitutions  in  accordance  with  §  463.8. 

6.  The  regulations,  under  §§  463.3(b) 
and  463.9(b),  also  clarify  that  the  De¬ 
partment  has  the  discretion  under  sec¬ 
tion  1154(b)  of  the  Social  Security  Act 
to  authorize  the  conditional  PSRO  to 
perform  review  which  is  not  conclusive 
for  payment  purposes  for  a  period  of 
time  and  to  delay  the  PSRO’s  assump¬ 
tion  of  review  responsibility  in  health 
care  institutions  for  appropriate  rea¬ 
sons  other  than  those  listed  in 
§  463.9(b).  The  Department  may  au¬ 
thorize  the  conditional  PSRO  to  per¬ 
form  nonbinding  review  for  a  period  of 
time  in  order  to  allow  for  a  more  grad¬ 
ual  phase-in  of  PSRO  review  responsi¬ 
bility  in  such  areas  as  long-term  care 
and  ambulatory  care  review.  This 
more  gradual  phase-in  may  be  neces¬ 
sary  in  order  for  sufficient  time  to 
work  out  PSRO/fiscal  agency  adminis¬ 
trative  relationships  and  facilitate  the 
PSRO’s  understanding  of  and  experi¬ 
ence  with  Medicare  and  Medicaid 
level-of-care  rules.  The  Department 
may  also  decide  to  delay  PSRO  as¬ 
sumption  of  review  responsibility  in 
health  care  institutions  in  order  to 
take  account  of  the  occasional  need 
for  the  Department  to  coordinate 
PSRO  review  activity  with  health  care 
demonstration  projects  (such  as  the 
Evaluation  of  Alternative  Review  Sys¬ 
tems  (EARS)  project  in  Public  Health 
Service  hospitals)  and  other  similar  ac¬ 
tivities. 


7.  One  commentator  suggested  that 
since  the  PSRO  has  the  responsibility 
to  notify  health  care  institutions  and 
the  public  of  its  assumption  of  review 
responsibilities,  the  PSRO  (rather 
than  the  Department)  should  also  be 
given  the  responsibility  to  notify  the 
fiscal  and  survey  agencies  as  well. 
PSRO’s  will  establish  close  working  re¬ 
lationships  with  the  fiscal  agents,  but 
are  not  required  to  interact  to  the 
same  extent  with  the  State  survey  and 
certification  agencies.  Therefore,  the 
final  regulations,  in  §  463.8(a),  adopt 
this  comment  with  respect  to  PSRO 
notifications  to  the  Medicare  fiscal 
agents  and  Medicaid  and  Title  V  State 
agencies,  but  place  the  responsibility 
with  the  Department  to  notify  the 
State  survey  agencies  of  the  dates  of 
PSRO  assumption  of  review  responsi¬ 
bility  in  particular  institutions. 

8.  One  commentator  suggested,  re¬ 
garding  §§  463.4(b)  and  463.8(a),  that 
publication  in  a  newspaper  of  the 
PSRO’s  assumption  of  review  respon¬ 
sibility  be  required  once  a  week  for 
three  consecutive  weeks  instead  of  one 
time,  and  that  only  newspapers  quali¬ 
fied  to  publish  public  notices  under 
applicable  State  law  should  be  utilized. 
Another  commentator  suggested  that 
the  notice  be  published  in  a  newspaper 
or  general  circulation  distributed  in 
the  affected  institution’s  area,  rather 
than  distributed  in  the  PSRO  area. 
The  Department  believes  that  the  re¬ 
quirement  of  publication  in  one  news¬ 
paper  provides  for  adequate  notice, 
since  §  463.8(a)  requires  the  PSRO  to 
inform  affected  health  care  institu¬ 
tions  of  its  assumption  of  review  re¬ 
sponsibility  in  the  institutions  as  well 
as  to  publish  notice  in  a  newspaper.  In 
addition,  the  Department  believes  that 
a  requirement  of  qualification  to  pub¬ 
lish  public  notices  under  applicable 
State  laws  would  cause  confusion  as  to 
interpretation  of  State  law  and  that 
the  proposed  requirement  of  publica¬ 
tion  in  a  newspaper  of  general  circula¬ 
tion  adequately  informs  the  public. 
The  Department  has  adopted  the  com¬ 
ment  regarding  distribution  of  the 
newspapers  in  the  affected  institu¬ 
tion’s  area  to  ensure  that  those  parties 
most  likely  to  be  affected  by  the 
FSRO’S  assumption  of  review  respon¬ 
sibility  will  be  informed  of  this  fact. 

PSRO  Memoranda  of  Understanding 

(MOU’s)  With  State  Agencies  and 

Fiscal  Agents 

9.  Several  commentators  suggested 
that  the  procedures  specified  for  as¬ 
sumption  of  review  responsibility  by  a 
conditional  PSRO  are  unduly  detailed 
and  restrictive,  that  the  regulations 
should  provide  more  support  for  the 
negotiation  process  between  PSRO’s 
and  the  fiscal  agents,  and  that  the  ad¬ 
ministrative  procedures  developed  be¬ 
tween  the  PSRO’s  and  the  fiscal  agent 
should  be  required  to  be  incorporated 


into  a  written  and  signed  memoran¬ 
dum  of  understanding.  The  Depart¬ 
ment  believes  that  the  general  concept 
of  timetables  for  the  assumption  of 
review  responsibility  by  PSRO’s  is  nec¬ 
essary  in  order  to  ensure  the  timely 
implementation  of  PSRO  review.  How¬ 
ever,  for  easy  reference,  an  Appendix 
to  Subpart  A  has  been  provided  listing 
the  various  PSRO  time  frames  for 
action.  This  section  has  also  been  re¬ 
structured  to  take  account  of  the  re¬ 
quirement  in  section  1171(a)  of  the 
Act,  added  by  Pub.  L.  95-142,  for  an 
MOU  between  the  PSRO  and  the 
State  Medicaid  agency  under  ordinary 
circumstances.  The  Department  agrees 
with  the  commentators  who  indicate 
that  the  discussion  and  negotiation 
process  between  PSRO’s  and  the 
Medicare  fiscal  agents,  as  well  as  the 
State  agencies,  is  important  in  order  to 
establish  sound  working  relationships, 
to  enable  each  party  to  respond  to 
problems  of  concern  to  the  other,  and 
to  set  the  basis  for  amicable  resolution 
of  future  problems  which  may  arise. 
Therefore,  §  463.5(a)  has  been  modi¬ 
fied  to  require  an  MOU  between  the 
PSRO  and  the  Medicaid  and  Title  V 
State  agencies  and  the  Medicare  fiscal 
agents,  unless  the  Secretary  waives 
that  requirement  because  the  fiscal 
agency  or  agent  does  not  desire  to 
enter  into  an  MOU  with  the  PSRO,  re¬ 
fuses  to  negotiate  in  good  faith  or  in  a 
timely  manner  with  the  PSRO  or  in¬ 
sists  on  provisions  in  the  MOU  which 
are  not  consistent  with  the  provisions 
of  the  Social  Security  Act.  This  sec¬ 
tion  also  includes  the  requirement  in 
section  1171(b)  of  the  Act,  added  by 
Pub.  L.  95-142,  that  the  PSRO  include 
in  the  MOU  reasonable  review  goals 
and  methods  requested  by  the  State 
Medicaid  agency. 

10.  Two  commentators  suggested 
that  in  order  to  ensure  PSRO  account¬ 
ability  to  State  Medicaid  agency  fiscal 
concerns,  and  to  ensure  arms-length 
negotiating,  a  separate  contract  be  re¬ 
quired  between  the  agency  and  the 
PSRO's  which  would  place  final  re¬ 
sponsibility  for  the  expenditure  of 
State  Funds  with  the  State  agency. 
These  comments  were  not  adopted  be¬ 
cause  the  Department  believes  it  is  im¬ 
portant  that  the  PSRO  review  pro¬ 
gram  be  a  uniform  program  capable  of 
application  to  the  Medicare  and  Med¬ 
icaid  and  Title  V  programs.  To  allow 
PSRO’s  to  contract  separately  with  all 
the  State  Medicaid  agencies  for  the 
performance  of  PSRO  duties  and 
functions  would  prevent  the  develop¬ 
ment  of  such  a  unified  review  system 
and  weaken  the  effectiveness  of  PSRO 
review  of  health  care.  Various  provi¬ 
sions  have  been  included  in  the  final 
regulations  which  are  responsive  to 
State  fiscal  concerns,  including  input 
by  Governor  under  §463.2,  the  re¬ 
quirement  for  an  MOU  between  the 
PSRO  and  the  State  Medicaid  agency, 


FEDERAL  REGISTER,  VOL  43,  NO.  36— WEDNESDAY,  FEBRUARY  22,  1979 


7402 


RULES  AND  REGULATIONS 


under  §463.5.  and  the  provision  in 
§  463.10  for  State  monitoring  of  PSRO 
review  and  the  Department's  suspen¬ 
sion  of  PSRO  binding  review  author¬ 
ity  in  the  event  of  unsatisfactory 
PSRO  review  performance. 

11.  Two  commentators  suggested 
that  there  be  a  positive  act  of  approval 
by  the  Department  of  the  PSRO's 
memoranda  of  understanding  with  the 
fiscal  agents  and  agencies  and  that 
any  disapproval  of  the  procedures  be 
made  in  writing.  The  Department 
agrees  with  these  comments  and  has 
adopted  them  in  §  463.5(c).  One  com¬ 
mentator  also  suggested  that  any  dis¬ 
approval  of  the  procedures  by  the  De¬ 
partment  be  communicated  to  the 
health  care  institutions  in  the  PSRO’s 
area.  This  comment  has  not  been 
adopted  because  if  the  PSRO’s  proce¬ 
dures  have  been  disapproved  by  the 
Department,  the  fiscal  agents  and 
agencies  will  continue  to  perform 
review  in  the  health  care  institutions 
until  the  procedures  are  approved. 
Prior  to  PSRO  assumption  of  review 
responsibility  in  each  health  care  in¬ 
stitution.  the  institution  will  be  so  no¬ 
tified  by  the  PSRO  in  accordance  with 
§  463.8. 

12.  One  commentator  suggested  that 
these  regulations  should  apply  to  all 
PSRO’s,  including  those  which  com¬ 
menced  review  activities  prior  to  adop¬ 
tion  of  these  regulations.  Although 
MOU’s  which  have  previously  been  ap¬ 
proved  by  the  Department  need  not  be 
resubmitted  for  approval,  these  regu¬ 
lations  do  apply  to  all  PSRO’s  and 
provisions  in  the  proposed  regulations 
which  may  have  implied  otherwise 
have  been  deleted. 

Monitoring  of  PSRO’s 

13.  Numerous  commentators  ques¬ 
tioned  the  legal  basis  and  appropriate¬ 
ness  of  the  Department’s  temporary 
suspension  of  binding  review  authority 
by  a  conditional  PSRO,  prior  to  a  full 
reevaluation  of  the  PSRO  by  the  De¬ 
partment,  when  a  State  provides  rea¬ 
sonable  documentation  to  the  Depart¬ 
ment  that  the  PSRO’s  determinations 
have  caused  a  detrimental  impact  on 
either  State  Medicaid  expenditures  or 
the  quality  of  care  received  by  Medic¬ 
aid  patients.  Concern  was  expressed 
particularly  that  the  increase  in  State 
Medicaid  expenditures  could  be  appro¬ 
priately  the  result  of  improvement  in 
the  quality  of  health  care  as  a  result 
of  PSRO  review  activities  and  there¬ 
fore  not  be  "detrimental”  noi  warrant 
such  suspension  of  PSRO  authority. 
Commentators  also  strongly  objected 
to  such  suspension  of  authority  as  a 
violation  of  the  PSRO’s  due  process 
interests  because  the  suspension  would 
take  effect  prior  to  a  full  and  formal 
investigation  of  the  merits  of  the  com¬ 
plaint  by  the  Department  and  without 
ample  opportunity  for  the  PSRO  to 
investigate  and  refute  the  charges. 


The  Department’s  authority  to  sus¬ 
pend  a  conditional  PSRO’s  binding 
review  authority  is  inherent  in  its  re¬ 
sponsibility  under  section  1154(b)  of 
the  Social  Security  Act  to  require  the 
PSRO  to  perform  only  those  duties 
and  functions  which  it  determines  the 
PSRO  is  capable  of  performing.  In  ad¬ 
dition,  section  1171(d)  of  the  Act, 
added  by  Pub.  L.  95-142,  now  specifi¬ 
cally  provides  for  a  temporary  suspen¬ 
sion  of  PSRO  authority,  but  only  if 
there  is  an  unreasonable  and  detri¬ 
mental  impact  from  PSRO  review  on 
both  the  cost  and  appropriateness  of 
health  care  that  the  PSRO  has  not 
corrected.  These  provisions  have  been 
included  in  §  463.10(d).  At  the  time  the 
Department  conducts  a  full  investiga¬ 
tion  of  the  PSRO’s  performance, 
under  §  463.11,  the  PSRO  will  have  the 
opportunity  to  meet  with  officials  of 
the  Department  and  refute  the  State’s 
allegations. 

14.  Comment  was  received  that  the 
State  Medicaid  agency  should  be  re¬ 
quired  to  monitor  the  effectiveness  of 
PSRO  review  of  Medicaid  services, 
that  Federal  matching  funds  be  made 
available  for  the  cost  of  such  monitor¬ 
ing,  and  that  the  PSRO  provide  to  the 
agency,  upon  request,  any  records  or 
reports  maintained  or  produced  by  the 
PSRO  which  are  necessary  to  monitor 
and  evaluate  PSRO  performance. 

The  Department  does  not  believe  it 
is  appropriate  to  require  State  Medic¬ 
aid  agencies  to  monitor  PSRO  review 
performance  if  the  State  agency  does 
not  wish  to  do  so.  However,  §  463.10(b) 
has  been  revised  in  accordance  with 
section  1171(d)(1)  of  the  Act,  to  clarify 
that  the  State  Medicaid  agency  may 
monitor  PSRO’s  if  it  wishes  in  accor¬ 
dance  with  a  State  monitoring  plan 
which  has  been  approved  by  the  Sec¬ 
retary,  and  that  Federal  matching 
funds  will  be  made  available  for  the 
cost  of  such  monitoring.  PSRO  data  or 
information  which  the  State  agency 
needs  in  accordance  with  its  approved 
monitoring  plan  will  be  available  to 
the  State  agency  under  section  1166(a) 
of  the  Social  Security  Act  in  order  to 
fulfill  the  purposes  of  the  PSRO  pro¬ 
gram.  However,  pursuant  to  the  re¬ 
strictions  on  disclosure  of  PSRO  data 
and  information  in  section  1166,  the 
State  agency  must  use  the  data  only 
for  the  purpose  of  monitoring  PSRO 
performance. 

15.  One  commentator  suggested  that 
State  monitoring  of  PSRO’s  with  Fed¬ 
eral  assistance  should  be  permitted 
only  if  this  monitoring  does  not  dupli¬ 
cate  other  monitoring  activities  of  the 
Department.  Another  commentator 
suggested  that  the  regulations  should 
provide  for  the  phaseout  of  monitor¬ 
ing  by  the  fiscal  agents  when  a  PSRO 
is  no  longer  in  the  conditional  phase. 
The  Department  believes  that,  in 
order  to  ensure  the  appropriate  use  of 
Federal  matching  funds,  the  State 


monitoring  activities  should  not  dupli¬ 
cate  the  pur;>oses  of  PSRO  review  and 
that  such  monitoring  should  be  less  in¬ 
tensive  over  time  and  focua  on  prob¬ 
lem  areas  which  have  been  identified. 
Therefore,  §  463.10(b)(2),  as  adopted, 
provides  that  the  Department  will  ap¬ 
prove  a  State’s  monitoring  plan  only  if 
the  plan  does  not  duplicate  the  pur¬ 
poses  of  PSRO  review  and  meets  such 
other  relevant  criteria  as  the  Depart¬ 
ment  may  determine. 

16.  One  commentator  recommended 
that  the  fiscal  agent’s  criteria  for  mon¬ 
itoring  be  included  in  the  regulations. 
The  Department  does  not  believe  that 
all  State  Medicaid  agencies  which 
desire  to  monitor  PSRO  review  will 
have  developed  criteria  for  evaluating 
PSRO  performance  at  the  inception  of 
State  monitoring  because  at  this  stage 
it  may  be  difficult  to  judge  what  are 
reasonable  performance  standards. 
However,  §  463.10(b),  as  adopted,  in¬ 
cludes  the  provision  in  section 
1171(d)(2)  of  the  Act,  that  a  State 
monitoring  plan  may  contain  perfor¬ 
mance  criteria  for  evaluating  PSRO 
review  effectiveness. 

Reevaluation  of  PSRO  Capability 

17.  Several  commentators  believed 
that  the  provision  for  reevaluation  of 
the  capability  of  conditional  PSRO’s 
by  the  Department,  under  §  463.11,  did 
not  provide  adequate  due  process  to 
the  PSRO’s  because  of  failure  to  speci¬ 
fy  all  of  the  reevaluation  factors,  fail¬ 
ure  to  notify  and  solicit  comments 
from  the  PSRO  prior  to  the  reevalua¬ 
tion,  or  provide  the  PSRO  with  the 
comments  of  the  fiscal  agents  and 
agencies,  failure  to  provide  a  formal 
hearing,  failure  to  specify  all  of  the 
actions  which  the  Department  might 
appropriately  take  if  the  PSRO  is 
found  to  be  performing  unsatisfactori¬ 
ly,  and  failure  to  provide  adequate 
time  for  the  PSRO  to  respond  to  the 
Department’s  intended  actions  or  to 
provide  a  reconsideration  of  or  appeal 
from  the  Department’s  decision.  One 
commentator  suggested  that  the  regu¬ 
lations  should  provide  for  periodic 
evaluation  of  PSRO  performance  by 
the  Department  with,  for  just  cause,  a 
reevaluation  of  the  working  relation¬ 
ships. 

A  formal  hearing  is  not  required  by 
the  statute  in  order  for  the  Depart¬ 
ment  to  take  action  with  respect  to  a 
conditional  PSRO  which  the  Depart¬ 
ment  believes  is  not  performing  satis¬ 
factorily.  These  regulations,  however, 
provide  the  PSRO  with  the  grounds 
for  the  Department’s  belief  and  its  in¬ 
tended  actions  and  the  opportunity 
for  a  informal  meeting.  This  is  a  fair 
procedure  which  will  enable  the  PSRO 
sufficiently  to  be  apprised  of  the  De¬ 
partment’s  findings  and  to  offer  rebut¬ 
tal  to  those  findings. 

In  response  to  the  comments  re¬ 
ceived,  §  463.11(d)  of  the  final  regula- 
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tions  provides  that  the  PSRO  will 
have  an  opportunity  to  respond  to  any 
comments  of  the  fiscal  agents  and 
State  agencies  regarding  the  Depart¬ 
ment’s  proposed  action  and  allows  the 
PSRO  30  days  rather  than  14  days  to 
respond  to  the  Department’s  intended 
action.  Sections  463.10(a)  and 
463.11(a)  provide  for  periodic  evalua¬ 
tion  of  PSRO  performance  with,  for 
good  reason,  a  reevaluation  of  the 
PSRO’s  capability.  Section  463.10(a) 
includes  the  provision  in  section 
1171(e)(1)  of  the  Act,  added  by  Pub.  L. 
95-142,  for  State  medicaid  agencies  to 
be  represented  on  PSRO  assessments 
conducted  by  the  Department. 

18.  Comment  was  received  that  the 
Department  be  required  to  notify  af¬ 
fected  health  care  institutions  of  any 
decision  resulting  from  the  Depart¬ 
ment’s  reevaluation  of  a  PSRO’s  capa¬ 
bility.  The  Department  agrees  with 
this  comment  and  has  adopted  it  in 
the  final  regulations  under  §  463.11(d). 

Discussion  or  Miscellaneous 
Comments 

19.  The  Department  does  not  agree 
that  the  proposed  rule  would  be  im¬ 
proved  as  suggested  by  some  commen¬ 
tators  and  has  rejected  the  following 
suggestions: 

(a)  That  PSRO’s  do  not  have  au¬ 
thority  to  review  services  paid  for 
under  Part  B  of  the  Medicare  program 
when  the  practitioner  does  not  accept 
an  assignment  of  benefits  from  the  pa¬ 
tient.  Section  1155(a)(1)  of  the  Social 
Security  Act  authorizes  PSRO’s  to 
review  all  health  care  services  “for 
which  payment  may  be  made  (in 
whole  or  in  part)  under  this  Act,”  in¬ 
cluding  services  paid  for  under  Part  B 
of  the  Medicare  program  irrespective 
of  whether  the  practitioner  has  ac¬ 
cepted  an  assignment  of  benefits  from 
the  patient. 

(b)  That  reference  to  Title  V  of  the 
Social  Security  Act  be  omitted  from 
the  regulations.  Although  §  1158(a)  of 
the  Act  and  Subpart  B  of  these  regula¬ 
tions  provide  that  PSRO  medical  ne¬ 
cessity  determinations  are  only  adviso¬ 
ry  to  the  Title  V  State  agency,  PSRO’s 
are  required  to  review  health  care  ser¬ 
vices  provided  by  or  in  institutions 
"for  which  payment  may  be  made  (in 
whole  or  in  part)  under  this  Act.”  in¬ 
cluding  services  provided  to  Title  V  re¬ 
cipients. 

(c)  That  “health  care  institution”  be 
defined  more  specifically  in  the  regu¬ 
lations.  It  is  not  feasible  to  attempt  to 
delineate  all  of  the  organizations 
which  may  be  involved  "in  the  deliv¬ 
ery  of  health  care  services  and  items 
for  which  reimbursement  may  be 
made  in  whole  or  in  part  under  the 
Act.”  The  types  of  organizations  so  in¬ 
volved  constitute  a  constantly  chang¬ 
ing  mix  of  health  care  facilities. 

(d)  That  an  appeal  mechanism  be 
provided  to  an  organization  seeking 


conditional  designation  as  a  PSRO  in 
the  event  the  Department  makes  an 
adverse  determination  as  to  the  orga¬ 
nization’s  capability.  Title  XI,  Part  B 
of  the  Social  Security  Act  does  not 
provide  such  an  appeals  mechanism, 
although  appeals  rights  are  specifical¬ 
ly  provided  in  the  PSRO  statute  under 
other  circumstances.  Although  no 
formal  appeal  right  is  provided,  the 
Department  intends  to  continue  its 
practice  of  considering  any  comments 
made  by  the  organization  regarding 
the  Department’s  evaluation  and  to 
take  appropriate  action  in  light  of 
those  comments. 

(e)  That  if  the  Department  deter¬ 
mines  to  utilize  "other  relevant  fac¬ 
tors”  in  evaluating  the  capability  of  an 
organization  seeking  conditional  desig¬ 
nation  as  a  PSRO,  PSRO  input  re¬ 
garding  those  factors  should  be  ob¬ 
tained  by  the  Department.  The  De¬ 
partment  believes  that  the  determina¬ 
tion  of  these  factors  should  not  be 
subject  to  prior  consultation,  since  it  is 
the  Department’s  responsibility  to 
make  an  objective  evaluation  of  PSRO 
capability.  However,  as  indicated 
above,  the  Department  will  propose 
more  specific  evaluation  criteria  in 
subsequent  PSRO  regulations  which 
are  under  development  within  the  De¬ 
partment  relating  to  agreements  be¬ 
tween  the  Department  and  PSRO’s. 

(f)  That  a  public  notiee  be  provided 
listing  those  agreements  between  the 
Department  and  each  PSRO  which 
were  approved  prior  to  the  effective 
date  of  the  final  regulations.  The 
agreements  between  the  Secretary  and 
the  PSRO’s  are  not  the  subject  of 
these  regulations,  which  deal  with 
agreements  between  PSRO’s  and  fiscal 
agents  and  agencies,  and  PSRO’s  and 
health  care  institutions.  This  com¬ 
ment  will  be  considered  in  connection 
with  the  development  of  PSRO  regu¬ 
lations  relating  to  agreements  between 
the  Department  and  PSRO’s. 

(g)  That  the  hospital  delegation  cri¬ 
teria  should  include  specific  perfor¬ 
mance  criteria  and  should  be  subject 
to  review  and  approval  by  the  State 
Medicaid  agency.  Provisions  for  State 
agency  review  and  comment  on  the 
PSRO’s  proposed  hospital  delegation 
criteria  are  routinely  included  in  the 
MOUs  between  PSRO’s  and  State 
Medicaid  agencies.  However,  it  is  not 
reasonable  to  expect  PSRO’s  to  devel¬ 
op  performance  criteria  and  evaluate 
the  review  performance  of  hospitals 
against  these  criteria  before  the  PSRO 
has  begun  to  perform  review  itself. 
Under  section  1155(e)  of  the  Social  Se¬ 
curity  Act,  it  is  the  PSRO  and  not  the 
State  Medicaid  agency  which  has  the 
responsibility  to  evaluate  the  capabili¬ 
ty  of  the  hospital  to  perform  review 
efficiently  and  effectively. 

(h)  That  hospitals  be  required  to 
seek  to  enter  into  agreements  with  the 
PSRO  within  a  certain  period  of  time. 


such  as  120  days,  following  conditional 
designation  of  the  PSRO,  as  a  condi¬ 
tion  for  continued  participation  in  the 
Medicare  program.  A  hospital’s  failure 
to  enter  into  an  agreement  with  a 
PSRO  may  not  be  made  a  grounds  for 
exclusion  from  participation  in  the 
Medicare  program.  However,  refusal  of 
a  hospital  to  allow  PSRO  entry  and 
performance  of  review  constitutes  a 
violation  of  Titles  XI  and  XVIII  of  the 
Social  Security  Act  and  is  grounds  for 
a  PSRO  recommendation  of  sanctions 
against  the  hospital  under  section 
1160(a)(1)(C)  of  the  Act  (see  §  101.715 
of  the  proposed  PSRO  Hospital 
Review  regulations  (42  FR  4624,  Janu¬ 
ary  25,  1977)). 

(i)  That  the  PSRO  be  required  to 
provide  a  60-day  prior  notice  to  the 
health  care  institution  of  the  exact 
date  of  assumption  of  review  responsi¬ 
bility  by  the  PSRO  in  the  institution. 
Experience  has  indicated  that,  as  a 
result  of  various  factors  such  as  nego¬ 
tiation  of  memoranda  of  understand¬ 
ing,  PSRO’s  often  must  revise  their  es¬ 
timate  of  the  date  of  assumption  of 
review  responsibility  in  institutions. 
Therefore,  a  publication  date  30  days 
prior  to  the  exact  assumption  of 
review  responsibility  in  an  institution 
is  more  reasonable  than  60  days. 

(j)  That  the  PSRO  be  required  to 
consult  with  nondelegated  institutions 
at  least  60,  rather  than  45  days  prior 
to  PSRO  assumption  of  review  respon¬ 
sibility  in  the  institution.  However, 
prior  to  consultation,  the  PSRO  is  re¬ 
quired  to  determine  whether  a  hospi¬ 
tal  desires  to  seek  delegation  of  review 
functions,  which  may  take  up  to  40 
days  under  the  proposed  regulations 
relating  to  the  Relationship  of  the 
PSRO  to  Hospitals  and  Utilization  of 
Hospital  Review  Committees  (42  FR 
4633,  January  25,  1977).  The  Depart¬ 
ment  believes  that  an  additional  60 
days  for  consultation  could  result  in 
excessive  delays  in  PSRO  review  im¬ 
plementation  and  that  45  days  is  a  rea¬ 
sonable  time  frame  for  consultation. 

(k)  That  PSRO’s  and  hospitals 
should  be  given  more  flexibility  to  de¬ 
termine  which  time  frames  for  devel¬ 
opment  of  agreements  are  workable 
for  them,  and  that  the  Department 
should  attempt  to  resolve  disagree¬ 
ments  between  PSRO’s  and  hospitals 
which  are  obstacles  to  the  signing  of 
such  agreements  before  the  FSRO  im¬ 
plements  nondelegated  review  in  the 
institutions  without  an  agreement.  It 
is  important  to  establish  these  time 
frames  in  order  to  enable  expeditious 
review  implementation  in  hospitals  by 
PSRO’s  determined  to  be  capable  of 
such  implementation  by  the  Depart¬ 
ment.  Experience  has  indicated  that 
hospitals  which  desire  a  delegation  of 
review  functions  and  are  found  capa¬ 
ble  of  performing  the  review  by  the 
PSRO  are  ordinarily  able  to  reach 
agreement  with  the  PSRO  without 
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the  need  for  the  Department’s  inter¬ 
vention. 

(l)  That  an  agreement  between  the 
PSRO  and  health  care  institution  be 
required  with  nondelegated  as  well  as 
delegated  institutions.  Agreements 
with  delegated  institutions  are  essen¬ 
tial  in  order  to  delineate  the  division 
of  review  functions  as  between  the 
PSRO  and  the  delegated  institution. 
Consultation  with  nondelegated  insti¬ 
tutions  regarding  the  PSRO’s  adminis¬ 
trative  and  review  procedures  in  the 
institution  is  required  under  §  463.7(a), 
and  the  PSRO  and  the  institution 
may,  if  they  both  wish,  incorporate 
these  procedures  into  a  written  agree¬ 
ment  under  §  463.7(b)(2).  A  require¬ 
ment  for  such  an  agreement  is  not 
necessary,  since  the  PSRO  will  be  per¬ 
forming  all  of  the  PSRO  review  func¬ 
tions  in  the  institution. 

(m)  That  the  Department  does  not 
have  the  authority  to  subject  PSRO 
activities  to  review  and  monitoring  by 
Medicare  fiscal  agents  or  State  Medic¬ 
aid  agencies.  The  Department  is  au¬ 
thorized  to  obtain  information  and 
monitor  PSRO’s  under  section  1155(f) 
of  the  Social  Security  Act,  and  Medi¬ 
care  fiscal  agents  and  State  Medicaid 
agencies  act  as  agents  of  the  Depart¬ 
ment  in  performing  monitoring  of 
PSRO  review  performance.  Section 
1171(d)(1)  of  the  Act,  added  by  Pub.  L. 
95-142,  specifically  provides  for  moni¬ 
toring  of  PSRO’s  by  State  Medicaid 
agencies  under  State  monitoring  plans 
approved  by  the  Department. 

(n)  That  the  State  Medicaid  agen¬ 
cy’s  monitoring  results  should  not 
serve  as  the  basis  for  a  temporary  sus¬ 
pension  of  PSRO  review  authority  for 
the  Medicare  program  unless  the 
Medicare  fiscal  agent  provides  docu¬ 
mentation  of  similar  problems  com¬ 
piled  through  its  monitoring  activities 
of  the  PSRO,  and  that  if  there  is  a  dif¬ 
ference  of  opinion  regarding  PSRO 
review  performance  between  the  moni¬ 
toring  agencies,  a  complete  investiga¬ 
tion  should  be  made  by  the  Depart¬ 
ment  before  any  review  is  suspended. 
Although  the  monitoring  results  from 
the  Medicare  fiscal  agent  will  be  con¬ 
sidered  by  the  Department  when  it 
makes  a  full  investigation  of  the 
PSRO's  performance,  a  temporary  sus¬ 
pension  of  PSRO  authority  based 
solely  on  the  State’s  documentation  is 
warranted  because  of  the  State  fiscal 
contibution  to  health  care  services  ap¬ 
proved  by  the  PSRO.  Section 
1171(d)(3)  of  the  Act  specifically  pro¬ 
vides  for  this  temporary  suspension. 

(o)  That  if  the  Department  tempo¬ 
rarily  suspends  a  PSRO’s  authority, 
this  suspension  should  affect  the 
entire  PSRO  area  and  not  be  done  on 
an  institution-by-institution  basis.  It  is 
important  for  the  Department  to  rea- 
tain  the  flexibility  to  suspend  the 
PSRO’s  authority  only  with  respect  to 
certain  types  of  health  care  institu¬ 


tions,  since  it  may  be  apparent  from 
the  State’s  documentation  that  the 
problems  in  PSRO  review  perfor¬ 
mance  relate  only  to  those  types  of  in¬ 
stitutions.  Section  1171(d)(3)  of  the 
Act  provides  for  a  suspension  of  PSRO 
authority  “in  whole  or  in  part.” 

(p)  That  during  a  period  of  tempo¬ 
rary  suspension  of  a  PSRO’s  binding 
review  authority,  the  State  Medicaid 
agency  be  authorized  to  establish  al¬ 
ternate  review  procedures  to  assure 
the  appropriateness  and  quality  of 
care.  Although  the  PSRO’s  review  de¬ 
terminations  will  be  only  advisory  to 
the  State  Medicaid  agency  during  the 
temporary  suspension  period,  it  is  im¬ 
portant  to  retain  the  PSRO  review 
system  in  place.  This  is  only  a  tempo¬ 
rary  suspension,  prior  to  a  full  evalua¬ 
tion  of  the  PSRO’s  performance  by 
the  Department,  and  it  would  be 
wasteful,  confusing,  and  inefficient  to 
allow  duplicative  review  systems  to  op¬ 
erate  during  this  period,  with  the  pos¬ 
sibility  of  reinstatement  of  the 
PSRO’s  binding  review  authority  after 
a  full  evaluation.  This  is  particularly 
the  case  since  institutions  are  relieved 
of  responsibility  for  the  performance 
of  utilization  review  when  the  PSRO 
assumes  review  responsibility  in  the 
institutions. 

(q)  That  the  Statewide  Professional 
Standards  Review  Councils  assist  the 
Department  in  monitoring  the  perfor¬ 
mance  of  PSRO’s  and  be  substituted 
for  the  fiscal  agents  in  performing  this 
monitoring.  Statewide  Councils  have 
the  responsibility  under  section 
1162(c)(2)  of  the  Social  Security  Act  to 
assist  the  Department  in  evaluating 
the  performance  of  each  PSRO.  How¬ 
ever,  it  is  important  to  have  a  variety 
of  mechanisms  to  monitor  the  perfor¬ 
mance  of  PSRO’s.  Therefore. 
Statewide  Councils  will  not  be  substi¬ 
tuted  for  the  monitoring  of  the  fiscal 
agents  but  may  review  the  findings  of 
other  monitoring  bodies  to  assist  the 
Department  in  determining  their  sig¬ 
nificance. 

(r)  That  the  State  Medicaid  agency 
should  be  able  to  request  a  hearing  by, 
and  provide  testimony  to,  the  Depart¬ 
ment  and  be  present  at  any  meeting 
regarding  the  review  effectiveness  of  a 
conditional  PSRO.  Provision  is  made 
in  §  463.11(c)  for  the  Department  to 
notify  the  fiscal  agents  and  State 
agencies  of  his  intended  action  after  a 
reevaluation  of  PSRO  capability  and 
to  solicit  their  comments  regarding  his 
intended  action.  This  should  provide 
sufficient  opportunity  for  the  State 
agency  to  communicate  its  views  to 
the  Department  regarding  the  PSRO’s 
review  capability. 

(s)  That  if  the  Department  intends 
to  terminate  an  agreement  with  a  con¬ 
ditional  PSRO  upon  90  days  notice  to 
the  PSRO.  an  appeals  mechanism 
should  be  available  to  the  PSRO.  Sec¬ 
tion  1154(c)  of  the  Social  Security  Act 


provides  only  for  90  days  notice  in  the 
event  the  Department  terminates  the 
agreement  of  a  conditional  PSRO.  Al¬ 
though  not  required  by  the  statute, 
§  463.11(d)  of  the  regulations  provides 
for  an  informal  meeting  if  the  Depart¬ 
ment  intends  to  take  an  action  against 
a  conditional  PSRO  as  a  result  of  a 
finding  of  unsatisfactory  performance, 
including  termination  of  the  condi¬ 
tional  PSRO’s  agreement  with  the  De¬ 
partment. 

B.  CONCLUSIVE  EFFECT  OF  PSRO 

DETERMINATIONS  ON  CLAIMS  PAYMENT 

1.  Several  commentors  approved  of 
the  provisions  in  §463.16  that  make 
PSRO  determinations  conclusive  for 
payment  purposes.  One  commentator 
objected  to  these  provisions  because  of 
the  payment  of  State  monies  for  ser¬ 
vices  in  the  Medicaid  program.  The 
Department  believes  that  binding 
review  authority  is  essential  to  enable 
PSRO’s  to  progressively  assume 
review  functions  and  duties  during  the 
conditional  period,  to  permit  an  accu¬ 
rate  appraisal  of  PSRO  effectiveness, 
and  to  maintain  physician  support  for, 
and  participation  in,  the  PSRO  pro¬ 
gram.  The  fiscal  concerns  of  States  are 
adequately  protected  through  the 
strong  monitoring  role  provided  to 
State  Medicaid  agencies  and  the  provi¬ 
sion  for  temporary  suspension  of 
PSRO  binding  review  authority  by  the 
Department  based  upon  reasonable 
documentation  by  the  State  of  unsa¬ 
tisfactory  PSRO  review  performance 
(see  §463.10).  Section  1158(c)  of  the 
Act,  added  by  Pub.  L.  95-142,  specifi¬ 
cally  requires  that  PSRO  determina¬ 
tions  relating  to  the  medical  necessity 
and  appropriateness  of  health  care 
shall  constitute  the  conclusive  deter¬ 
mination  on  those  issues  for  purposes 
of  payment. 

2.  A  comment  was  received  that  the 
PSRO  should  be  required  to  notify 
both  the  practitioner  and  the  provider 
of  an  adverse  review  decision,  and  to 
notify  both  Medicare  and  Medicaid 
agencies  when  a  patient  is  expected  to 
receive  financing  benefits  under  more 
than  one  program.  The  language  of 
§  463.16(b)(2)  does  require  the  PSRO 
to  notify  both  the  practitioner  and 
provider  of  its  adverse  decision  if  both 
provided,  or  proposed  to  provide,  the 
health  care  services.  The  requirement 
of  notification  to  the  financing  pro¬ 
grams  of  the  PSRO’s  adverse  determi¬ 
nations  has  been  deleted  from  these 
regulations  because  it  will  be  Included 
in  the  PSRO  Hospital  Review  regula¬ 
tions  (issued  as  proposed  rulemaking 
on  January  25,  1977,  at  42  FR  4624). 

3.  A  comment  was  received  that 
PSRO  medical  necessity  and  quality 
determinations  should  be  conclusive 
with  respect  to  all  claims  made  under 
the  Social  Security  Act,  including  de¬ 
terminations  by  the  Department  to  ex¬ 
clude  services  rendered  by  a  provider 
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or  health  care  practitioner  from  cover¬ 
age  under  the  Medicare  program.  This 
determination  by  the  Department 
under  sections  1862(d)  and  1866(b)  of 
the  Act  to  exclude  services  means  that 
those  services  may  not  be  paid  for 
under  the  Act  and  therefore  are  not 
within  the  PSRO’s  responsibility  to 
review. 

4.  Three  commentators  suggested 
that  the  requirement  that  the  claim 
for  payment  be  supported  by  evidence 
of  the  PSRO’s  medical  necessity  certi¬ 
fication  could  cause  cash  flow  prob¬ 
lems  for  providers  by  impeding  the 
billing  process  and  recommended  that 
providers  be  routinely  paid  for  claims 
with  a  subsequent  deduction  from 
future  paid  claims  if  the  PSRO  disap¬ 
proves  the  services.  This  suggestion 
was  not  adopted  because  the  billing 
process  should  not  be  impeded  by  the 
PSRO’s  medical  necessity  certifica¬ 
tion,  since  ordinarily  such  certification 
is  made  prior  to  submittal  of  the  claim 
for  payment  and  is  included  on  the 
claim  for  payment.  Moreover,  suffi¬ 
cient  flexibility  in  the  form  of  such 
certification  is  provided  in 
§  463.16(a)(1).  since  “evidence  of 
PSRO  review  and  approval,  routine 
certification,  or  other  appropriate 
action”  may  be  provided  by  the  PSRO. 

5.  Section  1158(d)  of  the  Act,  added 
by  Pub.  L.  95-142,  prohibits  payment 
for  more  than  1  day  of  institutional 
care  after  a  PSRO  disapproval  of  the 
care,  unless  the  PSRO  determines 
that  up  to  3  days  are  required  to  ar¬ 
range  postdischarge  care.  This  provi¬ 
sion  is  implemented  for  the  Medicare 
program  in  §  463.17(a).  The  appropri¬ 
ate  implementation  of  this  provision 
for  the  Medicaid  program  and  its  rela¬ 
tionship  to  payment  for  “administra¬ 
tively  necessary”  days  in  that  program 
are  under  study  within  the  Depart¬ 
ment  and  will  be  considered  in  the  de¬ 
velopment  of  the  proposed  PSRO  reg¬ 
ulations  relating  to  determinations  by 
the  Department  that  a  claimant  is 
“without  fault”  under  section  1158(a) 
of  the  Act. 

6.  Objection  was  made  to  termina¬ 
tion  of  payment  for  health  care  pro¬ 
vided  to  a  Medicaid  or  Medicare  pa¬ 
tient  after  a  PSRO  medical  necessity 
denial  prior  to  the  conduct  of  a  full 
evidentiary  hearing  on  the  issue  when 
requested  by  the  individual  or  the  in¬ 
dividual’s  doctor.  The  Department  has 
required  State  Medicaid  agencies  to 
provide  an  evidentiary  hearing  before 
terminating  benefits  to  Medicaid  re- 
cipients,  including  health  care  benefits 
(see  45  CFR  205.10).  However,  the  pro¬ 
visions  which  entitle  a  Medicaid  recipi¬ 
ent  to  a  fair  hearing  under  such  cir¬ 
cumstances  are  not  applicable  when 
PSROs  are  performing  review,  because 
under  section  1159(c)  of  the  Social  Se¬ 
curity  Act,  the  PSRO  medical  necessi¬ 
ty  review  system  and  the  Federal 
hearing  conducted  by  the  Bureau  of 


Hearings  and  Appeals  of  the  Social  Se¬ 
curity  Administration  (see  the  PSRO. 
hearings  and  appeals  regulations  at  42 
FR  4676,  January  25,  1977)  replace  the 
State  medical  necessity  review  system 
and  the  State  fair  hearing  (see 
§  463.27(e)  of  these  regulations). 

Under  section  1158(a)  of  the  Social 
Security  Act,  payment  with  Federal 
funds  may  not  be  made  after  a  PSRO 
medical  necessity  denial  unless  the  De¬ 
partment  determines  that  the  claim¬ 
ant  is  "without  fault.”  Regulations  are 
under  development  within  the  Depart¬ 
ment  to  implement  this  provision 
which  will  give  the  public  an  opportu¬ 
nity  to  comment  on  the  circumstances 
under  which  a  claimant  should  be  con¬ 
sidered  without  fault  and  therefore 
entitled  to  payment.  However,  the  De¬ 
partment  has  determined  that  Medic¬ 
aid  inpatients  in  skilled  nursing  and 
intermediate  care  facilities  and  psychi¬ 
atric  and  tuberculosis  hospitals  should 
be  considered  to  be  “without  fault” 
under  section  1158  for  the  period  until 
completion  of  a  PSRO  reconsideration 
if  the  request  for  reconsideration  is  re¬ 
ceived  by  the  PSRO  within  2  days  of 
the  individual’s  receipt  of  the  PSRO’s 
denial  notice.  This  is  because  the  pa¬ 
tients  often  have  established  a  con¬ 
tinuing  care  arrangement  in  those  in¬ 
stitutions,  they  lack  financial  re¬ 
sources,  and  they  have  raised  a  ques¬ 
tion  as  to  the  correctness  of  the  PSRO 
determination.  The  Department  be¬ 
lieves  that  2  days  is  a  reasonable  time 
period  to  provide  for  the  reconsider¬ 
ation  request  if  payment  is  to  be  con¬ 
tinued  until  completion  of  the  recon¬ 
sideration  even  when  the  reconsider¬ 
ation  decision  is  adverse  to  the  pa¬ 
tient.  The  question  of  the  applicability 
of  this  payment  provision  to  the  Medi¬ 
care  program  when  PSRO’s  are  per¬ 
forming  review  is  under  study  within 
the  Department  and  will  be  considered 
in  the  development  of  the  proposed 
PSRO  “without  fault”  regulations. 

Currently,  procedures  for  reconsid¬ 
erations  with  which  the  PSRO’s  must 
comply  under  agreements  with  the  De¬ 
partment  are  set  forth  in  Chapter 
XIX  of  the  PSRO  Program  Manual 
issued  by  the  Department.  Under 
these  procedures,  a  PSRO  must  con¬ 
duct  a  reconsideration  within  3  work¬ 
ing  days  after  a  request  from  a  patient 
in  a  health  care  institution,  the  pa¬ 
tient  and  his  physician  are  entitled  to 
make  an  oral  presentation  at  an  infor¬ 
mal  PSRO  reconsideration  proceeding, 
and  to  present  witnesses  on  the  claim¬ 
ant’s  behalf.  Copies  of  the  PSRO  Pro¬ 
gram  Manual  may  be  obtained  from 
the  appropriate  Regional  Office  of  the 
Department  of  Health.  Education,  and 
Welfare  or  from  the  Office  of  the 
Acting  Associate  Administrator. 
Health  Standards  and  Quality  Bureau, 
Room  16A55,  5600  Fishers  Lane,  Rock¬ 
ville,  Md.  20857. 

On  the  other  hand,  the  Department 
does  not  believe  that  payment  should 


be  made  through  the  Federal  hearing 
required  under  section  1159(b)  of  the 
Social  Security  Act  and  42  CFR 
101.1402  because  the  PSRO  reconsid¬ 
eration  proceeding  will  provide  a  fair 
opportunity  for  the  claimant  to  pre¬ 
sent  testimony  and  witnesses  on  the 
medical  necessity  issues  in  dispute. 
Medical  necessity  issues  ordinarily  do 
not  involve  significant  factual  issues 
which  need  be  resolved  through  cross- 
examination  of  parties  and  witnesses 
and  other  judicial  or  quasi-judicial 
procedures. 

The  Department  believes  that  it  is 
appropriate  to  provide  for  this  pay¬ 
ment  to  patients  in  long-term  care  in¬ 
stitutions  and  psychiatric  and  tubercu¬ 
losis  hospitals,  but  not  in  acute-care 
hospitals,  because  the  nature  of  the 
services  provided  in  long-term  care  in¬ 
stitutions  is  often  on  a  continuing, 
rather  than  one-time  basis.  In  addi¬ 
tion,  the  denial  of  payment  to  a  nurs¬ 
ing  home  resident  and  the  necessity  of 
the  patient  to  relocate  his  residence 
will  ordinarily  cause  greater  hardship 
than  in  the  acute-care  setting. 

Section  463.17(b)  provides  that  pay¬ 
ment  will  be  made  until  the  conclusion 
of  a  PSRO  reconsideration  of  an  ad¬ 
verse  medical  necessity  decision  which 
has  been  requested  with  respect  to  a 
Medicaid  recipient  who  is  in  a  skilled 
nursing  facility,  intermedate  care  fa¬ 
cility,  psychiatric  hospital,  or  tubercu¬ 
losis  hospital.  This  change  is  effective 
on  February  22,  1978,  because  the 
Medicaid  regulations  that  authorize 
payment  under  similar  circumstances 
are  not  applicable  when  PSRO’s  are 
performing  review  and  it  is  in  the 
public  interest  to  permit  this  payment 
to  Medicaid  patients  immediately. 
However,  because  of  the  significance 
of  this  provision,  additional  comment 
regarding  this  change  is  encouraged 
and  will  be  considered  by  the  Depart¬ 
ment  for  purposes  of  revision  of  these 
regulations. 

Interested  persons  are  invited  to 
submit  written  comments,  suggestions 
or  objections  concerning  §  463.17(b)  to 
the  Director,  Office  of  Professional 
Standards  Review  Organizations, 
Room  16A55,  5600  Fishers  Lane,  Rock¬ 
ville,  Md.  20857,  on  or  before  April  24. 
1978.  All  comments  received  in  timely 
response  will  be  considered  and  will  be 
available  for  public  inspection  in  the 
above-named  office  during  regular 
business  hours. 

C.  C  COORDINATION  OF  PSRO  FUNCTIONS 

WITH  OTHER  FUNCTIONS  REQUIRED 

UNDER  THE  SOCIAL  SECURITY  ACT 

1.  Several  commentators  indicated 
approval  of  the  provisions  eliminating 
duplicative  review  requirements  under 
Title  XVIII  and  XIX  of  the  Social  Se¬ 
curity  Act  when  a  PSRO  assumes 
review  responsibility  under  Title  XI, 
Part  B  of  the  Act.  These  provisions 
are  now  required  by  section  1152(e)  of 
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the  Act,  as  amended  by  Pub.  L.  95-142, 
unless  the  Department  specifies  other¬ 
wise.  The  provision  in  section  1158(c) 
of  the  Act,  added  by  Pub.  L.  95-142, 
which  prohibits  reviews  for  purposes 
of  payment  by  Medicare  fiscal  agents 
and  State  Medicaid  agencies  with  re¬ 
spect  to  a  PSRO’s  medical  necessity 
decisions,  has  been  included  in 
§§  463.26(c)(2)  and  463.27(c)(2). 

2.  One  commentator  suggested  that 
the  requirement  that  State  Medicaid 
agencies  accept  the  affirmative  deci¬ 
sions  of  a  PSRO  (pursuant  to 
§§  463.16(c)  and  464.27(c))  would  be  un¬ 
enforceable  without  specific  provision 
in  the  regulations  for  sanctions  in  the 
event  the  State  agency  fails  to  make 
payment  for  the  approved  services. 
The  Preamble  to  the  proposed  regula¬ 
tions  indicated  that  “The  State  Medic¬ 
aid  agencies  are  also  bound  by  PSRO 
decisions  under  section  1164  of  the 
Act,  which  makes  the  provisions  of 
Title  XI,  Part  B,  directly  applicable  to 
the  State  Medicaid  plans.”  Although 
this  statutory  provision  would  be  a 
sufficient  basis  for  a  compliance 
action,  under  section  1904  of  the  Act, 
by  the  Department  against  a  State 
Medicaid  agency  which  did  not  abide 
by  PSRO  medical  necessity  determina¬ 
tions,  in  order  to  clarify  this  relation¬ 
ship  between  Title  XI  and  Title  XIX 
of  the  Social  Security  Act,  the  sub¬ 
stance  of  this  provision  has  been  in¬ 
cluded  in  §  463.27(f)  relating  to  corre¬ 
lation  of  Title  XI  functions  with  Title 
XIX  functions. 

3.  A  comment  was  received  that  the 
relationship  of  Medicare  coverage  re¬ 
quirements  to  PSRO  review  determi¬ 
nations  should  be  further  clarified  and 
that  the  consistency  of  PSRO  judg¬ 
ments  with  Medicare  coverage  rules 
should  be  determined  by  the  Medicare 
intermediary.  Conversely,  a  comment 
was  received  that  the  delineation  of 
responsibility  between  the  PSRO  and 
the  fiscal  agents  was  clear  and  that 
the  regulations  should  prohibit  the 
fiscal  agents  from  including  medical 
determinations  as  part  of  their  prerog¬ 
ative  to  set  limits  on  coverage.  Sec¬ 
tions  463.26(c)  and  463.27(c)  make 
clear  that  the  Department  under  Title 
XVIII  and  the  States  under  Title  XIX 
may  establish  the  services  that  are 
covered  on  a  uniform  basis  (scope  of 
benefits).  However,  to  the  extent  indi¬ 
vidual  medical  judgments  are  required 
to  implement  these  coverage  rules,  it 
is  the  PSRO’s  responsibility  and  au¬ 
thority  to  make  these  medical  judg¬ 
ments  which  must  be  followed  by  the 
Medicare  fiscal  agents  and  State  Med¬ 
icaid  agencies.  Therefore,  these  sec¬ 
tions  have  not  been  changed  (see  also 
the  discussion  of  PSRO  binding  review 
authority  in  the  Preamble  to  Subpart 
B). 

4.  Language  has  been  included  in 
§§  463.26(e)  and  463.27(e)  clarifying 
that  provisions  for  notification  of 
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PSRO  reviews  and  appeals  and  for 
payments  pending  a  PSRO  reconsider¬ 
ation  decision  are  in  lieu  of  Medicare 
and  Medicaid  notification  provisions 
and  Medicaid  provisions  for  payment 
pending  a  State  agency  hearing  deci¬ 
sion. 

5.  Provision  has  been  made  in 
§  463.27(a)(2)  for  relief  of  the  State’s 
review  responsibility  and  fiscal  penalty 
in  skilled  nursing  facilities  and  inter¬ 
mediate  care  facilities  based  upon  the 
PSRO’s  approved  time  table  for  review 
in  those  facilities,  rather  than  the 
exact  date  of  PSRO  assumption  of  re¬ 
sponsibility.  This  is  because  prospec¬ 
tive  relief  of  the  State’s  responsibility 
to  perform  the  annual  inspections  re¬ 
quired  under  medical  review  and  inde¬ 
pendent  professional  review  in  those 
facilities  will  enable  the  State  and  the 
PSROs  to  plan  more  effectively  for  co¬ 
operative  review  efforts  and  result  in 
more  efficient  long-term  care  review  in 
the  State.  However,  individual  long¬ 
term  care  facilities  remain  responsible 
for  fulfilling  physician  certification  re¬ 
quirements  and  applicable  utilization 
review  requirements  until  the  PSRO 
actually  implements  review  in  the  fa¬ 
cility. 

6.  The  Department  does  not  agree 
that  the  proposed  rule  would  be  im¬ 
proved  as  suggested  by  some  commen¬ 
tators  and  has  rejected  the  following 
suggestions: 

(a)  That  the  regulations  should  pro¬ 
vide  for  the  State  survey  agency  to 
continue  a  small  sampling  activity  to 
monitor  PSRO  review  performance  in 
hospitals.  Pursuant  to  §463.10, 
PSRO’s  will  be  extensively  monitored 
by  the  Department,  by  Medicare  inter¬ 
mediaries,  and  by  State  Medicaid 
agencies  (at  the  option  of  the  State 
agency).  Under  the  State  survey  agen¬ 
cy’s  contract  with  the  Department, 
the  Department  may,  at  its  discretion, 
utilize  the  agency  to  monitor  PSRO’s 
if  it  finds  such  monitoring  useful. 

(b)  That  the  Department  grant  a 
waiver  from  the  application  of  PSRO 
review  procedures  under  these  regula¬ 
tions  to  State  Medicaid  agencies  which 
are  found  to  be  equal  or  superior  in 
review  effectiveness  to  the  PSRO.  The 
"superior  sytems  waiver”  applies  only 
to  authorization  for  a  State  Medicaid 
agency,  under  section  1903(i)(4)  of  the 
Act,  to  utilize  its  own  review  system  to 
satisfy  Title  XIX  utilization  review  re¬ 
quirements  in  lieu  of  utilizing  the 
Title  XVIII  Medicare  utilization 
review  requirements  (see  42  CFR 
450.19(b)).  The  PSRO  review  system 
required  under  Title  XI  of  the  Social 
Security  Act  replaces  both  Title  XVIII 
and  Title  XIX  review  requirements, 
and  may  not  be  "Waived”  under  Title 
XI  for  another  review  sytem. 

(c)  That  until  PSRO  review  effec¬ 
tiveness  is  proven  for  reviewing  hospi¬ 
tal  services,  regulations  should  not  be 
promulgated  to  expand  the  PSRO  con¬ 


cept  to  other  types  of  review,  such  as 
medical  review  (section  1902(a)(26)  of 
the  Act)  and  independent  professional 
review  (section  1902(aX31)  of  the  Act) 
in  long-term  care  institutions. 

Section  1155(a)  of  the  Act,  as 
amended  by  Pub.  L.  95-142,  requires 
that  PSRO’s  review  services  in  skilled 
nursing  facilities  and,  under  certain 
circumstances,  in  intermediate  care  fa¬ 
cilities  (see  § 463.2(e)).  Section  1154(b) 
of  the  Act  requires  that  PSRO’s  be 
“substantially  carrying  out”  all  their 
required  functions  by  the  end  of  their 
conditional  period.  Hence,  it  is  neces¬ 
sary  and  appropriate  for  these  regula¬ 
tions  to  provide  for  PSRO  review  in 
long-term  care  institutions. 

However,  an  expansion  of  PSRO 
review  responsibility  to  long-term  care 
institutions  takes  place  only  if  the  De¬ 
partment  finds,  pursuant  to  section 
1154(b)  of  the  Act  and  after  an  evalua¬ 
tion  of  the  PSRO’s  plan  for  such 
review,  that  the  PSRO  is  “capable  of 
performing”  such  functions.  In  addi¬ 
tion,  under  §463.2,  the  Department 
will  provide  the  Governor  of  the  State 
with  an  opportunity  to  comment  on 
the  PSRO's  capability  and  to  have  fur¬ 
ther  input  if  his  views  regarding  the 
PSRO’s  capability  differ  from  the 
views  of  the  Department.  It  was  be¬ 
cause  the  Medicare  fiscal  agents  and 
State  Medicaid  agencies  were  deter¬ 
mined  not  to  be  performing  effective 
utilization  review  by  Congress  that  the 
Congress  Instituted  the  PSRO  concept 
and  the  concept  of  gradual  increase  in 
PSRO  responsibility  without  a  re¬ 
quirement  of  "proven”  PSRO  effec¬ 
tiveness  (S.  Rept.  No.  92-1230,  92d 
Cong.,  2d  sess.  (1972,  pp.  255-257)). 
The  PSRO  concept  has  been  reaf¬ 
firmed  by  Congress  in  Pub.  L.  95-142. 

The  Department  believes  that  PSRO 
review  will,  in  fact,  be  effective  and 
that  the  provisions  in  Subpart  A  for 
State  input  prior  to  PSRO  assumption 
of  review  responsibility  in  long-term 
care  institutions,  for  State  monitoring 
of  PSRO  review  performance,  and  for 
the  Department  to  suspend  a  PSRO’s 
binding  review  authority  in  case  of  un¬ 
satisfactory  performance,  are  respon¬ 
sive  to  State  concerns  regarding  effec¬ 
tive  performance  of  PSRO’s. 

Note.— The  Health  Care  Financing  Ad¬ 
ministration  has  determined  that  this  docu¬ 
ment  does  not  contain  a  major  proposal  re¬ 
quiring  preparation  of  an  Economic  Impact 
Statement  under  Executive  Order  11821  as 
amended  by  Executive  Order  11949,  and 
OMB  Circular  A-107. 

Dated:  January  6,  1978. 

Robert  A.  Derzon, 
Administrator,  Health  Care 
Financing  Administration. 

Approved:  February  7, 1978. 

Joseph  A.  Califano,  Jr., 

Secretary. 
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42  CFR  Chapter  IV  is  amended  by 
adding  a  new  Part  463  to  read  as  fol¬ 
lows: 

Subpart  A — Assumption  of  Review  Reipontlbility  by 
Conditional  PSRO't 

See 

463.1  Definitions. 

463.2  Evaluation  of  capability. 

463.3  Notification  of  designation  and  capa¬ 
bility. 

463.4  General  requirements. 

463.5  Coordination  with  other  agencies  and 
agents. 

463.6  Procedures  for  delegation  of  PSRO 
review  functions  to  hospitals. 

463.7  Consultation  with  nondelegated  in¬ 
stitutions. 

463.8  Notices  regarding  assumption  of  re¬ 
sponsibility. 

463.9  Revision  of  phase-in  timetable. 

463.10  Monitoring. 

463.11  Reevaluation  of  capability. 
Appendix— Time  frames  for  PSRO  action. 

Svbpart  I — Conclusive  Effect  of  PSRO  Determinations 
an  Claims  Payment 

463.15  Basic  requirement. 

463.16  Effect  of  PSRO  action. 

463.17  Duration  of  payment  after  PSRO 
disapproval. 

463.18  Coverage  determinations. 

Svbpart  C — Correlation  of  Title  XI  Fvnctiont  With 
Fvnction*  Required  Under  Title  XVIII  and  Title  XIX 
of  the  Act 

463.25  Applicability. 

463.26  Correlation  of  title  XI  functions 
with  title  XVIII  functions. 

463.27  Correlation  of  title  XI  functions 
with  title  XIX  functions. 

463.28  Continuation  of  functions  not  as¬ 
sumed  by  PSRO’s. 

Authority:  Title  XI,  Part  B  of  the  Social 
Security  Act,  86  Stat.  1429  et  seq.  (42  U.S.C. 
1320c  et  seq.):  sec.  1102  of  the  Social  Securi¬ 
ty  Act.  49  Stat.  647  (42  U.S.C.  1302). 

Subpart  A — Assumption  of  Review 
Responsibility  by  Conditional  PSRO's 

§  463.1  Definitions. 

As  used  in  this  part,  unless  other¬ 
wise  specified:  (a)  “Act”  means  the 
Social  Security  Act  (42  U.S.C.  Chapter 
7) 

(b)  “Conditional  PSRO”  means  a 
Professional  Standards  Review  Orga¬ 
nization  designated  on  a  conditional 
basis  in  accordance  with  sections 
1152(a)  and  1154  of  the  Act. 

(c)  “Health  care  institution”  means 
an  organization  involved  in  the  deliv¬ 
ery  of  health  care  services  or  items  for 
which  reimbursement  may  be  made  in 
whole  or  in  part  under  the  Act. 

(d)  “Medicaid  State  agency”  means 
the  State  agency  that  is  established  or 
designated  to  administer  the  State 
plan  for  medical  assistance  under  Title 
XIX  of  the  Act. 

(e)  “Medicare  fiscal  agents”  means 
intermediaries  which  are  parties  to 
agreements  entered  into  by  the  Secre¬ 
tary  pursuant  to  section  1816  of  the 
Act  and  carriers  which  are  parties  to 
contracts  entered  into  by  the  Secre¬ 
tary  pursuant  to  section  1842  of  the 
Act. 
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(f)  “MOU”  stands  for  memorandum 
of  understanding. 

(g)  “Phase-in  timetable”  means  a 
schedule,  contained  in  the  PSRO’s 
formal  plan  and  updated  as  necessary, 
specifying  the  estimated  dates  when  a 
conditional  PSRO  will  assume  review 
responsibilities  in  particular  health 
care  institutions  either  directly  or 
through  delegation  to  the  health  care 
institutions. 

(h)  “Review  responsibility”  means 

(1)  the  responsibility  of  the  PSRO  to 
perform  review  functions  prescribed 
under  Title  XI,  Part  B  of  the  Act  and 
the  regulations  of  this  part;  and  (2) 
the  authority  of  a  PSRO  to  make  con¬ 
clusive  determinations  regarding  the 
medical  necessity,  quality  and  appro¬ 
priateness  of  health  care. 

(i)  “Secretary”  means  the  Secretary 
of  Health.  Education,  and  Welfare  or 
any  other  officer  or  employee  of  the 
Department  of  Health,  Education,  and 
Welfare  to  whom  the  Secretary  has 
delegated  a  specified  authority. 

(J)  “State  survey  agency”  means  an 
agency  performing  provider  surveys 
under  section  1864(a)  of  the  Act. 

(k)  “Title  V  State  agency”  means  an 
agency  established  or  designated  to 
administer  the  State  plan  for  maternal 
and  child  health  and  crippled  children 
services  under  Title  V  of  the  Act. 

§  463.2  Evaluation  of  capability. 

(a)  Formal  plan.  (1)  An  organization 
wishing  to  be  designated  as  a  condi¬ 
tional  PSRO  shall  submit  to  the  Sec¬ 
retary  a  formal  plan  detailing  the  nec¬ 
essary  tasks  and  a  phase-in  timetable 
for  the  orderly  assumption  and  imple¬ 
mentation  of  review  responsibility. 

(2)  During  the  development  and 
preparation  of  its  formal  plan,  and 
prior  to  its  submission  to  the  Secre¬ 
tary,  the  organization  shall  consult 
with  the  Medicaid  State  agency. 

(3)  The  organization  shall  submit 
the  plan,  including  any  comments  by 
the  State  agency,  to  the  Governor  of 
the  State  at  the  time  of  its  submission 
to  the  Secretary. 

(4)  The  Governor  of  the  State  shall 
have  30  days  from  the  date  of  receipt 
of  the  formal  plan  to  submit  his  copm- 
ments  on  the  plan  to  the  Secretary. 

(b)  Evaluation  by  the  Secretary.  The 
Secretary  will  evaluate  the  capability 
of  the  organization  to  exercise  review 
responsibility  and  determine  whether 
to  designate  it  as  a  conditional  PSRO, 
on  the  basis  of  the  following  factors: 

(l)  The  formal  plan,  and  any  modifi¬ 
cation  or  amendments  submitted  by 
the  organization; 

(2)  Comments  by  the  Governor  of 
the  State  submitted  in  accordance 
with  paragraph  (a)(4)  of  this  section 
regarding  the  organization’s  capability 
to  assume  review  responsibility;  and 

(3)  Other  relevant  factors,  as  deter¬ 
mined  by  the  Secretary. 

(c)  Opportunity  for  organization  to 
respond.  The  Secretary  will  provide 
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the  organization  an  opportunity  to  re¬ 
spond  to  comments  submitted  in  ac¬ 
cordance  with  paragraph  (a)(4)  of  this 
section. 

(d)  Consultation  with  the  Governor. 
If  the  Secretary  intends  to  make  a  de¬ 
termination  (under  paragraph  (b)  of 
this  section),  which  is  adverse  to  the 
comments  of  the  Governor,  the  Secre¬ 
tary  will  advise  the  Governor  of  his  in¬ 
tended  action  and  the  basis  for  the 
action,  and  provide  the  Governor  at 
least  30  days  to  submit  additional  evi¬ 
dence  and  comments  prior  to  taking 
final  action. 

(e)  Extension  of  PSRO  review  activi¬ 
ties.  (1)  Once  designated,  the  condi¬ 
tional  PSRO  shall  submit  to  the  Sec¬ 
retary,  at  least  once  a  year,  any  modi¬ 
fication  to  the  formal  plan;  and  any 
amendments  to  extend  the  PSRO’s 
review  activities  to: 

(1)  Skilled  nursing  facilities,  as  de¬ 
fined  in  section  1861(j)  of  the  Act; 

(ii)  Intermediate  care  facilities,  as 
defined  in  section  1905(c)  of  the  Act 
[see  paragraphs  (e)(3)  and  (e)(4)  of 
this  section];  or 

(iii)  Ambulatory  care  services. 

(2)  Paragraphs  (a)  through  (d)  of 
this  section  (relating  to  the  Secre¬ 
tary’s  evaluation  of  an  organization’s 
capability  to  be  designated  as  a  condi¬ 
tional  PSRO  and  input  by  the  State) 
apply  to  any  amendments  to  extend  a 
PSRO’s  review  activities  to  these  fa¬ 
cilities  and  services. 

(3)  Except  as  provided  in  paragraph 
(e)(4)  of  this  section,  a  PSRO  shall 
assume  review  responsibility  in  inter¬ 
mediate  care  facilities  (as  defined  in 
section  1905(c)  of  the  Act)  and  in 
public  institutions  for  the  mentally  re¬ 
tarded  (as  described  in  section 
1905(d)(1)  of  the  Act)  only  if: 

(i)  The  Secretary  finds,  on  the  basis 
of  such  documentation  as  he  may  re¬ 
quire  from  the  State,  that  the  Medic¬ 
aid  State  Agency  is  not  performing  ef¬ 
fective  review  of  the  quality  and  neces¬ 
sity  of  health  care  services  provided  in 
those  facilities  and  institutions;  or 

(ii)  The  State  requests  the  PSRO  to 
assume  this  responsibility. 

(4)  A  PSRO  shall  assume  review  re¬ 
sponsibility  in  intermediate  care  facili¬ 
ties  that  are  also  skilled  nursing  facili¬ 
ties  (as  defined  in  section  1861(j)  of 
the  Act)  to  the  extent  that  the  Secre¬ 
tary  finds  that  the  performance  of 
this  function  by  the  Medicaid  State 
agency  is  inefficient. 

§  463.3  Notification  of  designation  and  ca¬ 
pability. 

(a)  Notice  of  Secretary’s  decision. 
The  Secretary  will  send  written  notice 
to  the  organization  of  his  determina¬ 
tions  regarding: 

(1)  Whether  to  designate  it  as  a  con¬ 
ditional  PSRO;  and 

(2)  Its  capability  to  exercise  review 
responsibility: 

(i)  In  hospitals; 
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(ii)  In  long-term  care  facilities; 

(iii)  For  ambulatory  care  services. 

(b)  Review  not  conclusive  for  claims 
payment  (1)  The  notification  under 
paragraph  (a)(2)  of  this  section  may 
include  a  time  limited  authorization 
for  the  PSRO  to  perform  review 
which  is  not  conclusive  for  purposes  of 
claims  payment. 

(2)  During  this  time,  the  Title  XVIII 
and  Title  XIX  requirements  regarding 
utilization  review  and  control,  physi¬ 
cian  certifications,  and  State  agency 
surveys  and  certifications  shall  be 
deemed  to  be  satisfied. 

(c)  Notice  to  fiscal  and  survey  agen¬ 
cies.  (1)  The  Secretary  will  notify  the 
appropriate  Medicaid,  State  survey 
and  Title  V  State  agencies  and  the 
Medicare  fiscal  agents  of  the  PSRO’s 
approved  phase-in  timetable  at  the 
time  of  designation. 

(2)  He  will  also  inform  them  of  any 
later  revisions  in  that  time  table. 

(d)  Notification  to  health  care  insti¬ 
tutions  and  the  public.  (1)  A  PSRO 
designated  under  paragraph  (a)  of  this 
section  shall,  within  30  days  of  the 
notice  from  the  Secretary: 

(1)  Provide  a  copy  of  its  approved 
phase-in  timetable  to  each  health  care 
institution  listed  in  the  timetable; 

(ii)  Publish,  in  at  least  one  local 
newspaper  (see  §  463.4(b)),  a  notice  in¬ 
dicating: 

(A)  That  the  Secretary  has  found  it 
capable  to  assume  review  responsibil¬ 
ity  in  designated  health  care  institu¬ 
tions; 

(B)  That  the  estimated  phase-in  ti¬ 
metable  for  review,  approved  by  the 
Secretary,  is  available  for  public  in¬ 
spection  in  the  PSRO’s  principal  busi¬ 
ness  office;  and 

(C)  That  the  PSRO  will  publish  the 
exact  dates  on  which  it  will  assume 
review  responsibility  in  particular 
health  care  institutions,  30  days 
before  those  dates. 

(2)  Conditional  PSRO’s  designated 
before  the  effective  date  of  this  sub¬ 
part  shall  comply  with  the  require¬ 
ments  of  this  section  if  they  have  not 
already  done  so. 

§  463.4  General  requirements. 

(a)  Timing  of  assumption  of  review 
responsibility  in  particular  health  care 
institutions.  A  PSRO  that  has  been 
found  capable  of  exercising  review  re¬ 
sponsibility  and  so  notified  by  the  Sec¬ 
retary  shall  assume  that  responsibility 
in  accordance  with  its  published  no¬ 
tices  of  exact  dates.  (See  §  463.8.) 

(b)  Publication  in  newspapers.  Pub¬ 
lication  required  by  these  regulations 
shall  be  in  newspapers  that: 

(1)  Have  general  circulation;  and 

(2)  Are  distributed  in  the  area  of  the 
institution  that  is  subject  to  the 
PSRO  review  activities. 

(c)  Public  access.  The  PSRO  shall 
maintain  and  make  available  for 
public  inspection,  at  its  principal  busi¬ 
ness  office: 


(1)  A  copy  of  each  set  of  MOU’s  (or 
other  administrative  procedures)  with 
Medicaid  and  Title  V  State  agencies 
and  Medicare  fiscal  agents;  and 

(2)  A  copy  of  its  current  approved 
phase-in  timetable. 

§  463.5  Coordination  with  other  agencies 
and  agents. 

(a)  Procedures  for  MOU’s.  If  a  Med¬ 
icaid  or  Title  V  State  agency  or  Medi¬ 
care  fiscal  agent  notifies  the  PSRO 
that  it  wishes  a  written  memorandum 
of  understanding  incorporating  their 
administrative  procedures: 

(1)  The  PSRO  and  the  agency  or 
agent  shall  negotiate  in  good  faith  in 
an  effort  to  reach  written  agreement. 

(2)  If  they  cannot  reach  agreement, 
the  Secretary  will  assist  them  in  re¬ 
solving  matters  in  dispute. 

(3)  The  PSRO  is  required  to  incorpo¬ 
rate  its  procedures  into  an  MOU  ap¬ 
proved  by  the  Secretary,  before  it  may 
make  conclusive  determinations  for 
the  Medicaid  and  the  Medicare  pro¬ 
grams,  unless  the  Secretary  finds  that 
the  agency  or  agent  has: 

(i)  Refused  to  negotiate  in  good 
faith  or  in  a  timely  manner;  or 

(ii)  Insisted  on  including  in  the  MOU 
provisions  which  are  not  consistent 
with  the  provisions  of  the  Act. 

(4)  The  MOU  shall  include  proce¬ 
dures  for: 

(i)  Informing  Medicaid  and  Title  V 
State  agencies  and  Medicare  fiscal 
agents  of  PSRO  approval  or  disap¬ 
proval  of  health  care  services  and 
items; 

(ii)  Exchanging  data  or  information; 

(iii)  Modifying  the  procedures  when 
additional  PSRO  review  responsibility 
is  authorized  by  the  Secretary;  and 

(iv)  Dealing  with  any  other  matters 
that  are  necessary  for  coordination. 

(5)  A  Medicaid  State  agency  may  re¬ 
quest  the  PSRO  to  include  in  the 
MOU  a  specification  of  review  goals  or 
methods  that  are  not  included  in  the 
PSRO’s  formal  plan. 

(6)  If  they  cannot  reach  agreement 
regarding  this  specification,  the  Secre¬ 
tary  will  require  that  it  be  included  in 
the  MOU  to  the  extent  that  he  finds 
that  the  review  goals  or  methods: 

(i)  Are  consistent  with  the  PSRO’s 
functions  under  Title  XI,  Part  B  of 
the  Act  and  with  Title  XIX  of  the  Act 
and  the  approved  State  plan;  and 

(ii)  Do  not  seriously  impact  on  the 
effectiveness  and  uniformity  of  the 
PSRO’s  review  of  health  care  services 
paid  for  under  Title  XVIII  and  Title 
XIX  of  the  Act. 

(b)  Administrative  procedures.  If  a 
Medicaid  or  Title  V  State  agency  or 
Medicare  fiscal  agent  does  not  notify 
the  PSRO  that  it  wishes  an  MOU: 

(1)  The  PSRO  shall  develop  adminis¬ 
trative  procedures  that  include  the 
items  specified  in  paragraph  (a)(4)  of 
this  section. 

(2)  During  the  development  of  its 
procedures,  and  prior  to  their  submis¬ 


sion  to  the  Secretary,  the  PSRO  shall 
consult  with  the  agency  or  agent. 

(c)  Action  by  the  Secretary.  (1)  At 
least  30  days  prior  to  the  timetable 
date  for  initial  assumption  of  review 
responsibility,  the  PSRO  shall  submit 
to  the  Secretary  for  approval  its 
MOUs  or  administrative  procedures, 
including  any  comments  by  the  agen¬ 
cies  or  agents. 

(2)  If  the  Secretary  approves  the 
MOUs  or  procedures,  the  PSRO  shall 
follow  them. 

(3)  If  the  Secretary  disapproves  the 
MOTTs  or  Drocedures,  he  will: 

(i)  Notify  in  writing  the  PSRO  and 
the  appropriate  agencies  and  agents, 
stating  the  reasons  for  disapproval; 
and 

(ii)  Require  the  PSRO  to  revise  its 
MOUs  or  procedures  and,  if  necessary, 
modify  its  timetable. 

(d)  Modification  of  MOUs.  The 
MOUs  or  procedures  may  be  modified, 
with  the  Secretary’s  approval: 

(1)  Through  a  revised  MOU  with  the 
agency  or  agent;  or 

(2)  In  the  case  of  procedures,  by  the 
PSRO,  after  providing  opportunity  for 
comment  by  the  agencies  and  agents. 

§  463.6  Procedures  for  delegation  of  PSRO 
review  functions  to  hospitals. 


(a)  Development  of  requirements  and 
procedures.  (1)  At  least  90  days  before 
the  first  date  in  the  phase-in  time¬ 
table,  the  PSRO  shall  submit  to  the 
Secretary  prior  to  use: 

(1)  Models  of  procedures  for  the  co¬ 
ordination  of  PSRO  and  institutional 
administrative  and  review  activities  in: 

(A)  Hospitals  to  which  all  PSRO 
review  functions  will  be  delegated; 

(B)  Hospitals  in  which  review  activi¬ 
ties  will  be  apportioned  between  the 
PSRO  and  the  institution;  and 

(C)  Hospitals  in  which  the  PSRO 
will  perform  all  review  functions;  and 

(ii)  A  model  notification  letter,  in¬ 
cluding  the  factors  the  PSRO  will  con¬ 
sider  in  evaluating  the  capability  of 
hospital  review  committees  to  perform 
delegated  review  functions.  The  fac¬ 
tors  shall  not  be  used  by  the  PSRO 
unless  approved  by  the  Secretary. 

(b)  Notification  to  hospitals.  (1)  At 
least  60  days  before  the  first  date  in 
the  phase-in  timetable,  the  PSRO 
shall  provide  copies  of  the  coordina¬ 
tion  procedures  to  all  hospitals  in  its 
area. 

(2)  Prior  to  initiation  of  review  in  a 
particular  hospital,  the  PSRO  shall 
send  that  hospital  a  notification  letter 
informing  it  of: 

(i)  The  requirements  and  procedures 
for  delegation  of  review  functions;  and 

(ii)  The  factors  which  the  PSRO  will 
consider  in  evaluating  the  hospital 
review  committee’s  capability  to  per¬ 
form  review  functions. 

(c)  PSRO  evaluation  and  decision 
regarding  delegation.  If  the  particular 
hospital  requests  delegation  of  review 
functions,  the  PSRO  shall: 
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(1)  Evaluate  the  hospital  review 
committee’s  capability  to  perform 
them;  and 

(2)  Notify  the  hospital  of  its  deci¬ 
sion. 

(d)  Agreements  with  delegated  hospi¬ 
tals.  (1)  The  PSRO  shall  enter  into  a 
written  agreement  with  any  hospital 
to  which  it  proposes  to  delegate  all  or 
part  of  its  review  functions. 

(2)  That  agreement  shall  include: 

(1)  Coordination  procedures; 

(ii)  Provisions  for  administrative  res¬ 
olution  of  disputes;  and 

(iii)  Any  other  provisions  that  the 
Secretary  may  require. 

(e)  Action  when  agreement  cannot  be 
reached.  If  agreement  cannot  be 
reached,  the  PSRO  shall  not  delegate 
review  functions,  but  shall  initiate 
review  in  the  hospital  on  the  date  indi¬ 
cated  by  public  notice.  (See  §  463.8(a)) 

§  463.7  Consultation  with  nondelegated  in¬ 
stitutions. 

(a)  Consultation.  (1)  At  least  45  days 
before  initiating  review  in  any  institu¬ 
tion  to  which  it  does  not  propose  to 
delegate  review  functions,  the  PSRO 
shall  consult  with  that  institution  re¬ 
garding  administrative  and  review  pro¬ 
cedures. 

(2)  These  procedures  shall  include 
the  items  specified  in  §  463.6(d)(2). 

(b)  Modification  and  agreement. 
After  consideration  of  any  comments 
made  during  consultation: 

(1)  The  PSRO  shall  make  such 
modifications  as  it  deems  appropriate 
for  the  particular  institution,  consis¬ 
tent  with  items  specified  in 
§  463.6(d)(2);  and 

(2)  The  PSRO  may  incorporate  the 
procedures  in  a  written  agreement 
that  includes  the  items  specified  in 
§  463.6(d)(2). 

§  463.8  Notices  regarding  assumption  of 
responsibility. 

(a)  Notice  of  exact  date.  (1)  At  least 
30  days  before  initiation  of  review  in 
any  health  care  institution,  the  PSRO 
shall: 

(1)  Publish  a  notice  of  the  date  in  at 
least  one  local  newspaper;  and 

(ii)  Notify  the  health  care  institu¬ 
tions,  the  Secretary,  and  the  appropri¬ 
ate  Medicaid  and  Title  V  State  agen¬ 
cies  and  Medicare  fiscal  agents. 

(2)  The  Secretary  will  in  turn  notify 
the  State  survey  agency. 

(3)  The  requirements  of  paragraph 
(a)(1)  of  this  section  are  applicable  re¬ 
gardless  of  whether  review  is  to  be 
performed  by  the  PSRO  or  delegated 
to  the  institution. 

(b)  Notice  of  delay  in  assumption  of 
responsibility.  If  the  PSRO  is  unable 
to  assume  responsibility  on  the  date, 
announced  under  paragraph  (a)  of  this 
section  it  shall,  prior  to  that  date: 

(1)  So  notify  the  health  care  institu¬ 
tions,  the  appropriate  agencies  and 
agents,  and  the  Secretary;  and 


(2)  State  the  reason  for  its  inability. 

(c)  Effect  of  delay  in  PSRO’s  as¬ 
sumption  of  responsibility.  (1)  Except 
as  provided  in  §  463.27(a)(2),  the  activi¬ 
ties  required  under  titles  XVIII  and 
XIX  of  the  Act,  as  specified  in  Sub¬ 
part  C  of  this  part,  shall  continue  in 
effect  in  the  institution  until  the 
PSRO  is  able  to  assume  responsibility. 

(2)  The  Secretary  will  take  such 
action  as  he  deems  necessary.  That 
action  may  include,  but  is  not  limited 
to: 

(1)  Revision  of  the  PSRO’s  phase-in 
timetable;  (See  §  463.9) 

(ii)  Monitoring  arrangements;  (See 
§463.10)  or 

(iii)  Reevaluation  of  the  PSRO’s  ca¬ 
pability.  (See  §463.11) 

§  463.9  Revision  of  phase-in  timetable. 

(a)  PSRO  request  If  a  conditional 
PSRO  anticipates  a  delay  of  more 
than  90  days  in  meeting  the  estimated 
date  for  the  assumption  of  review  re¬ 
sponsibility  in  any  health  care  institu¬ 
tion,  it  shall,  prior  to  such  estimated 
date,  notify  the  Secretary  of  the  an¬ 
ticipated  delay  and  request  a  revision 
of  its  approved  phase-in  timetable. 

(b)  Action  by  the  Secretary.  The  Sec¬ 
retary  may,  at  any  time  after  designa¬ 
tion,  revise  the  approved  phase-in  ti¬ 
metable  of  any  conditional  PSRO,  in 
accordance  with  a  request  under  para¬ 
graph  (a)  of  this  section  or  on  the 
basis  of  his  reevaluation  of  the 
PSRO’s  capability  in  accordance  with 
§463.11,  or  for  other  appropriate 
reason. 

§  463.10  monitoring. 

(a)  Use  of  appropriate  agencies  and 
agents.  (1)  The  Secretary  will  periodi¬ 
cally  evaluate  the  review  performance 
of  conditional  PSRO’s.  He  may  ar¬ 
range  to  have  Medicare  fiscal  agents 
or  State  agencies  assist  him  in  moni¬ 
toring  the  activities  of  a  conditional 
PSRO. 

(2)  The  Medicaid  State  agency  shall 
have  the  opportunity  to  be  represent¬ 
ed  on  any  project  assessments  con¬ 
ducted  by  the  Secretary  with  respect 
to  a  PSRO  located  within  its  State. 

(3)  If  monitoring  is  authorized,  the 
PSRO  shall  take  all  necessary  and  ap¬ 
propriate  actions  to  facilitate  monitor¬ 
ing  activities. 

(b)  State  monitoring  plan.  (1)  The 
Medicaid  State  agency  may  monitor 
the  PSRO’s  performance  of  review  re¬ 
sponsibilities  in  accordance  with  a 
State  monitoring  plan  that  is  devel¬ 
oped  after  review  and  comment  by  the 
PSRO’s  and  is  approved  by  the  Secre¬ 
tary. 

(2)  The  Secretary  will  approve  a 
State’s  monitoring  plan  if  the  plan 
does  not  duplicate  the  purposes  of 
PSRO  review  and  meets  such  other 
relevant  criteria  as  the  Secretary  may 
determine. 

(3)  The  costs  of  activities  of  the 
State  agency  under  and  in  accordance 


with  such  plan  are  reimbursable  as  an 
expense  of  the  State  agency  under  sec¬ 
tion  1903(a)  of  the  Act. 

(4)  A  State  monitoring  plan  may  in¬ 
clude  a  specification  of  performance 
criteria  for  judging  the  effectiveness 
of  the  PSRO’s  review  performance. 

(5)  If  the  agency  and  the  PSRO’s 
cannot  agree  regarding  the  criteria, 
the  Secretary  will  assist  them  in  re¬ 
solving  the  matters  in  dispute. 

(c)  Meetings.  (1)  If  a  monitoring 
agency  considers  that  PSRO  perfor¬ 
mance  is  not  effective,  it  shall 

(1)  Notify  the  PSRO  and  meet  with 
it  to  discuss  methods  for  improving  ef¬ 
fectiveness;  and 

(ii)  Promptly  notify  the  Secretary  of 
any  serious  problems  and  of  the  re¬ 
sults  of  its  meeting  with  the  PSRO. 

(2)  The  Secretary  may  decide  to  ree¬ 
valuate  the  PSRO’s  capability  or  take 
other  appropriate  action. 

(d)  State  complaints  and  temporary 
suspension  of  PSRO  authority.  (1)  If  a 
Medicaid  State  agency  and  a  PSRO 
are  unable  to  resolve  their  problems, 
the  State  may  file  a  written  complaint 
requesting: 

(1)  Corrective  action  by  the  Secre¬ 
tary;  or 

(ii)  Temporary  suspension  of  the 
PSRO’s  authority  to  make  determina¬ 
tions  that  are  conclusive  for  claims 
payment. 

(2)  If  the  State  requests  a  temporary 
suspension  of  the  PSRO’s  authority, 
the  Secretary  will,  within  30  days  from 
the  date  of  receipt  of  documentation 
from  the  State,  determine  if  the  State 
has  provided  reasonable  documenta¬ 
tion  that  the  PSRO’s  review  determi¬ 
nations,  and  not  other  factors,  have 
caused  an  unreasonable  and  detrimen¬ 
tal  impact  on: 

(i)  Total  State  Medicaid  expendi¬ 
tures;  and 

(ii)  The  appropriateness  of  care  re¬ 
ceived  by  Medicaid  patients. 

(3)  If  the  Secretary  determines  that 
the  State  has  provided  this  documen¬ 
tation,  he  will  determine  whether  the 
PSRO  has  taken  appropriate  correc¬ 
tive  action. 

(4)  If  the  PSRO  has  not  taken  this 
action,  the  Secretary  will  immediately 
suspend  the  PSRO’s  authority,  in 
whole  or  in  part,  to  make  conclusive 
determinations. 

(5)  This  suspension  of  authority  will 
remain  in  effect  until  the  Secretary: 

(i)  Reevaluates  the  PSRO’s  perfor¬ 
mance  and  determines  that  the  perfor¬ 
mance  does  not  have  this  unreason¬ 
able  and  detrimental  impact;  or 

(ii)  Determines  that  the  PSRO  has 
taken  appropriate  corrective  action. 

(6)  Any  determination  made  by  the 
Secretary  under  this  paragraph  shall 
be  final  and  shall  not  be  subject  to  ju¬ 
dicial  review. 

(e)  Effect  of  suspension.  During  a 
temporary  suspension  of  PSRO  au¬ 
thority: 


FEDERAL  REGISTER,  VOL  43,  NO.  36— WEDNESDAY,  FEBRUARY  22,  1978 


7410 


RULES  AND  REGULATIONS 


(1)  The  PSRO  shall  continue  its 
review  activities. 

(2)  The  PSRO's  determinations  shall 
not  be  conclusive  for  claims  payment 
purposes  but  only  advisory  to  Medic¬ 
aid  State  agencies  and  Medicare  fiscal 
agents. 

(3)  The  Title  XVIII  and  Title  XIX 
requirements  regarding  utilization 
review  and  control,  physician  certifica¬ 
tions,  and  State  agency  surveys  and 
certifications  shall  be  deemed  to  be 
satisfied. 

(f)  Notifications.  (1)  The  Secretary 
will  notify,  in  writing,  the  appropriate 
State  agencies  and  Medicare  fiscal 
agents,  and  the  PSRO  involved,  of 

(1)  His  determinations  under  para¬ 
graph  (d)  of  this  section  and  their 
effect; 

(ii)  Any  subsequent  actions  that  he 
takes;  and 

(iii)  The  basis  of  his  actions. 

(2)  The  Secretary  will  notify,  in  writ¬ 
ing,  the  appropriate  committees  of  the 
United  States  House  of  Representa¬ 
tives  and  trie  Senate  of: 

(i)  Any  documentation  that  a  State 
agency  submits  under  paragraph  (d)  of 
this  section;  and 

(ii)  The  actions  that  he  takes. 

§463.11  Reevaluation  of  capability. 

(a)  Reevaluation  factors.  For  good 
reason,  the  Secretary  will  reevaluate  a 
conditional  PSRO’s  capability  to  per¬ 
form  review  functions.  He  will  consid¬ 
er: 

(1)  The  progress  of  the  PSRO  in  car¬ 
rying  out  its  formal  plan; 

(2)  Any  comments  or  recommenda¬ 
tions  submitted  by  Medicaid  or  Title  V 
State  agencies  or  Medicare  fiscal 
agents;  and 

(3)  Other  relevant  factors  as  deter¬ 
mined  by  the  Secretary. 

(b)  Notice  of  tentative  determination 
and  intended  action.  If,  after  such  re- 
evaluation,  the  Secretary  has  reason 
to  believe  that  the  conditional  PSRO 
is  not  performing  in  a  satisfactory 
manner  the  duties  and  functions 
which  it  was  found  capable  of  per¬ 
forming,  he  will  notify  the  conditional 
PSRO  of  the  grounds  for  this  belief 
and  of  the  action  that  he  proposes  to 
take.  This  action  may  include: 

(1)  Placing  restrictions  upon  the  ex¬ 
ercise  of  review  responsibility  or  the 
performance  of  certain  duties  and 
functions  by  the  conditional  PSRO,  in¬ 
cluding  revision  of  the  conditional 
PSRO’s  phase-in  timetable; 

(2)  Requiring  the  conditional  PSRO 
to  take  corrective  action,  including  the 
acceptance  of  technical  assistance  to 
improve  its  performance; 

(3)  Suspending  the  authority  of  the 
PSRO  to  make  conclusive  determina¬ 
tions.  (For  the  effect  of  suspension, 
see  §  463.10(e).) 

(4)  Terminating  the  agreement  with 
the  conditional  PSRO  upon  90  days 
notice  to  the  PSRO,  pursuant  to  sec¬ 
tion  1154(c)  of  the  Act; 


(5)  Any  other  action  the  Secretary 
may  deem  appropriate. 

(c)  Notice  to  State  and  Medicare 
fiscal  agencies.  The  Secretary  will,  as 
soon  as  practicable: 

(1)  Notify  the  appropriate  Medicaid 
and  Title  V  State  agencies  and  Medi¬ 
care  fiscal  agents,  and  affected  health 
care  institutions  of  his  belief  and  in¬ 
tended  action  under  paragraph  (b)  of 
this  section;  and 

(2)  Solicit  their  comments  on  the 
act  ion  he  proposes  to  take. 

(d)  Informal  meeting  and  decision. 
(1)  The  notice  to  the  conditional 
PSRO  under  paragraph  (b)  of  this  sec¬ 
tion  shall  offer  the  conditional  PSRO 
an  opportunity 

(1)  To  respond  to  any  comments  of 
the  State  agencies  and  the  Medicare 
fiscal  agents; 

(ii)  To  submit  written  material;  and 

(iii)  To  meet  informally  with  an  offi¬ 
cial  designated  by  the  Secretary  to 
show  cause  why  the  action  proposed 
by  the  Secretary  should  net  be  taken. 

(2)  If  the  conditional  PSRO  does  not 
submit  written  material  or  request  an 
informal  meeting  within  30  days  after 
receipt  of  the  Secretary  s  notice,  the 
Secretary’s  tentative  decision  shall 
become  final  and  he  will  so  notify  the 
PSRO,  Medicaid  and  Title  V  agencies, 
and  Medicare  fiscal  agent(s)  and  af¬ 
fected  health  care  institutions,  and 
state  the  basis  for  his  decision. 

(3)  If  the  conditional  PSRO  submits 
written  material  within  30  days,  the 
Secretary  will  consider  this  material 
prior  to  making  a  final  decision. 

(4)  If  the  conditional  PSRO  requests 
an  informal  meeting  within  30  days 
after  receipt  of  the  Secretary’s  notice, 
a  meeting  will  be  scheduled  as  soon  as 
practicable. 

(5)  After  this  meeting,  the  official 
designated  by  the  Secretary  will 
render  promptly  a  recommended  deci¬ 
sion  to  the  Secretary. 

(6)  The  Secretary  will  adopt,  revise 
or  set  aside  the  recommended  decision 
and  will  notify  the  PSRO,  appropriate 
agencies  and  affected  health  care  in¬ 
stitutions  of  his  decision  and  the  basis 
for  it. 

Appendix— Ttme  Frames  for  PSRO  Action 

1.  Within  30  days  after  the  Secretary’s  no¬ 
tification  of  conditional  designation  and  ca¬ 
pability  to  exercise  review  responsibility: 
Provide  notice  to  health  care  institutions 
and  public.  (See  §  463  3(d)) 

2.  At  least  90  days  before  the  earliest  date 
in  the  phase-in  timetable:  Submit  to  the 
Secretary  copies  of  the  models  of  proce¬ 
dures  for  coordination  of  PSRO  and  institu¬ 
tional  administrative  and  review  activities  in 
hospitals  and  the  model  notification  letter. 
(See  §463.6(aXl)) 

3.  At  least  60  days  prior  to  initiation  of 
review  activities  in  any  hospital:  Provide 
copies  of  administrative  and  review  proce¬ 
dures  to  all  hospitals  in  the  PSRO  area. 
(See§  463.6(b)(1)) 

4.  In  a  timely  manner,  prior  to  initiation 
of  review  activities  in  any  hospital:  Notify 


that  institution  of  the  procedures  and  re¬ 
quirements  for  delegation  of  review  func¬ 
tions.  (See  §  463.6(b)(2)) 

5.  At  least  45  days  prior  to  initiation  of 
review  activity  in  any  Institution  to  which 
the  PSRO  does  not  propose  to  delegate  any 
of  its  review  functions:  Provide  the  institu¬ 
tion  an  opportunity  for  consultation  regard¬ 
ing  the  approved  administrative  and  review 
procedures.  (See  §  463.7(a)(1)) 

6.  At  least  30  days  before  the  timetable 
date  for  initial  assumption  of  review  func¬ 
tions:  Submit  to  the  Secretary  for  approval, 
copies  of  administrative  procedures  or 
MOUs  with  appropriate  State  agencies  and 
Medicare  fiscal  agents.  (See  $  463.5(c)(1)) 

7.  At  least  30  days  prior  to  initiation  of 
review  activities:  Notify  the  institution,  the 
public,  the  Secretary,  and  the  appropriate 
State  agencies  and  Medicare  fiscal  agents  of 
the  exact  date  of  initiation.  (See 
1463.8(a)(1)). 

Subpart  B — Cenciusiva  Effect  of  PSRO 
Determinations  on  Claims  Payment 

§  463.15  Basic  requirement. 

No  Federal  funds  appropriated 
under  Title  XVIII  or  XIX  of  the  Act 
shall  be  used  (directly  or  indirectly) 
for  the  payment  of  any  claim  for  ser¬ 
vices  or  items  provided  In  a  health 
care  institution  where  a  PSRO  is  exer¬ 
cising  review  responsibility  for  those 
services  unless  the  conditions  of  this 
subpart  are  met. 

§  463.16  Effect  of  PSRO  action. 

(a)  Conditions  of  payment  Payment 
shall  not  be  made  unless: 

(1)  The  claim  for  payment  is  accom¬ 
panied  or  supported  by  evidence  of 
PSRO  review  and  approval,  routine 
certification,  or  other  appropriate 
action  indicating  that  the  PSRO  has 
not  disapproved  the  services  or  items; 
or 

(2)  The  services  or  items  have  been 
approved  in  accordance  with  section 
1159  of  the  Act  relating  to  PSRO  re¬ 
considerations  and  appeals;  or 

(3)  The  Secretary  determines  that 
the  claimant  is  without  fault. 

(b)  PSRO  disapprovals.  Payment 
shall  not  be  made  if: 

(1)  The  PSRO  has  disapproved  of 
the  services  or  items  giving  rise  to  the 
claim;  and 

(2)  The  PSRO  has  notified  the  prac¬ 
titioner  or  provider  who  provided,  or 
proposed  to  provide,  the  services  or 
items,  and  the  individual  who  received, 
or  was  proposed  to  receive  them,  of  its 
disapproval  of  the  provision  of  those 
services  or  items. 

(c)  Conclusive  effect  on  payment 
agencies.  Unless  services  or  items  have 
been  disapproved  by  the  PSRO  or  dis¬ 
approved  under  section  1159  of  the 
Act.  payment  shall  not  be  denied  by  a 
Medicare  fiscal  agent  or  a  Medicaid 
State  agency  on  the  grounds  that  the 
services: 

(1)  Were  not  medically  necessary;  or 

(2)  Were  not  of  a  quality  which 
meets  professionally  recognized  stan¬ 
dards  of  health  care;  or 
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(3)  Were  provided  inappropriately 
on  an  inpatient  basis,  or  could  have 
been  provided  more  economically  in  an 
inpatient  health  care  facility  of  a  dif¬ 
ferent  type. 

§  463.17  Duration  of  payment  after  PSRO 
disapproval. 

(a)  The  Medicare  program.  In  any 
case  in  which  a  PSRO  disapproves  in¬ 
stitutional  care  provided  or  proposed 
to  be  provided  to  a  Medicare  beneficia¬ 
ry: 

(1)  Payment  may  be  made  for  the 
services  furnished  before  the  second 
day  after  the  day  on  which  the  provid¬ 
er  received  notice  of  the  disapproval; 
or 

(2)  If  the  PSRO  determines  that 
more  time  is  required  in  order  to  ar¬ 
range  post  discharge  care,  payment 
may  be  made  for  the  services  fur¬ 
nished  before  the  fourth  day  after  the 
day  on  which  the  provider  received 
the  notice. 

Cb)  The  Medicaid  program.  In  any 
case  in  which  a  PSRO  receives  a  re¬ 
quest  to  reconsider  its  disapproval  of 
institutional  care  provided  or  proposed 
to  be  provided  to  a  medicaid  recipient, 
assistance  to  the  individual  shall  not 
be  suspended,  reduced,  discontinued, 
or  terminated  until  the  reconsider¬ 
ation  decision  is  rendered  if: 

(1)  At  the  time  of  the  PSRO  disap¬ 
proval,  the  individual  is  in  a  psychiat¬ 
ric  hospital,  a  tuberculosis  hospital,  a 
skilled  nursing  facility,  or  an  interme¬ 
diate  care  facility,  as  defined  in  sec¬ 
tions  1861  (f)  and  (g)  and  1905  of  the 
Act;  and 

(2)  The  PSRO  receives  the  request 
for  reconsideration  in  writing  and 
within  2  days  of  the  date  on  which  no¬ 
tification  of  its  disapproval  was  pro¬ 
vided  to  the  individual. 

§  463.18  Coverage  determinations. 

Nothing  in  this  part  shall  be  con¬ 
strued  as  precluding  the  Secretary,  a 
medicare  fiscal  agent,  or  a  Medicaid 
State  agency,  in  the  proper  exercise  of 
its  duties  and  functions,  from  review¬ 
ing  claims  to  determine  whether  they 
meet  the  coverage  requirements  of 
Titles  XVIII  and  XIX.  (See  §463.26 

(b)  and  (c)  and  §  463.27(c)) 

Subpart  C — Correlation  of  Title  XI  Function* 

with  Function*  Required  Under  Title  XVIII 

and  Title  XIX  of  the  Act 

§  463.25  Applicability. 

The  provisions  of  this  subpart  are 
applicable  only  to  health  care  services 
and  items  provided  by  or  in  health 
care  institutions  in  which  a  PSRO  has 
assumed  review  responsibility  in  accor¬ 
dance  with  the  applicable  provisions 
of  Subpart  A  of  this  part. 

§  463.26  Correlation  of  Title  XI  functions 
with  Title  XVIII  functions. 

(a)  Utilization  review  activities. 
PSRO  review  activities  under  section 
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1155(a)  of  the  Act  shall  be  in  lieu  of 
the  utilization  review  and  evaluation 
activities  required  of  health  care  insti¬ 
tutions  under  sections  1861(e)(6), 
1861(j)(8),  1861(j)(12),  1861(k)  and 

1865  of  the  Act. 

(b)  Certifications.  (1)  The  certifica¬ 
tions  made  by  attending  physicians 
under  section  1156(d)  of  the  Act  with 
regard  to  the  medical  necessity  of 
health  care  services,  shall  be  in  lieu  of 
the  physician  certifications  required 
under  sections  1814(a)(2)  (A),  (B),  (C) 
and  (E).  1814(a)(3),  and  1835(a)(2)(B) 
of  the  Act. 

(2)  However,  pertinent  coverage  reg¬ 
ulations  and  guidelines  authorized  and 
established  under  those  provisions  of 
title  XVIII  of  the  Act  shall  continue 
to  apply  to  payment  determinations. 

(3)  A  medicare  beneficiary  is  not  eli¬ 
gible  for  a  period  of  presumed  cover¬ 
age  under  section  1814(h)  of  the  Act  if 
a  PSRO  determines  that  the  care 
specified  in  section  1814(a)(2)(C)  of 
the  Act  is  not  medically  necessary  or 
appropriate. 

(c)  Payment  determinations  by 
Medicare  intermediaries  and  carriers. 
(1)  PSRO  determinations  under  sec¬ 
tion  1155(a)  of  the  Act  with  regard  to 
the  medical  necessity,  quality  and  ap¬ 
propriate  level  of  care  of  health  care 
services,  shall  be  conclusive  with 
regard  to  those  issues  on  decisions  of 
Medicare  intermediaries  and  carriers 
under  sections  1814(a)(4),  1814(a)(5), 
1814(a)(6),  1862(a)(1)  and  1862(a)(9)  of 
the  Act. 

(2)  Reviews  with  respect  to  those  de¬ 
terminations  shall  not  be  conducted, 
for  purposes  of  payment,  by  Medicare 
intermediaries  and  carriers. 

(3)  However,  pertinent  coverage  reg¬ 
ulations  and  guidelines  authorized  and 
established  under  those  provisions  of 
title  XVIII  of  the  Act  continue  to 
apply  to  payment  determinations,  and 
claims  payment  agencies  shall  not  be 
precluded  from  rendering  coverage 
and  reimbursement  determinations 
with  regard  to  issues  that  are  not  sub¬ 
ject  to  PSRO  determinations. 

(d)  Survey,  compliance  and  assis¬ 

tance  activities.  PSRO  review  and 
monitoring  activities  shall  be  in  lieu  of 
the  survey,  compliance  and  assistance 
activities  required  of  State  survey 
agencies  under  section  1864(a)  with  re¬ 
spect  to  sections  1861(e)(6),  1861(j)(8), 
1861(j)(  12),  and  1861(k)  of  the  Act, 
and  intermediaries  and  carriers  under 
sections  1861(b)(1)(B)  and 

1842(a)(2)(A)  and  (B)  of  the  Act. 

(e)  Review  and  appeals  activities. 
Any  reviews,  appeals,  and  notifications 
of  PSRO  determinations  provided 
under  sections  1159  (a)  and  (b)  of  the 
Act  shall  be  in  lieu  of  reviews,  appeals 
and  notifications  provided  under  sec¬ 
tions  1842(b)(3)(C)  and  1869(b)  of  the 
Act  with  respect  to  the  issues  of  the 
medical  necessity,  quality  and  appro¬ 
priate  level  of  care  of  health  care  ser¬ 
vices. 
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§  463.27  Correlation  of  Title  XI  functions 
with  Title  XIX  functions. 

(a)  Review  activities.  (1)  PSRO 
review  activities  under  section  1155(a) 
of  the  Act  shall  be  in  lieu  of  the  medi¬ 
cal,  utilization  and  independent  pro¬ 
fessional  review  activities  required 
under  sections  1902(a)(26),  1902(a)(30). 
1902(a)(31),  1903(g)(1)  and  1903(i)(4) 
of  the  Act. 

(2)  For  purposes  of  a  State’s  review 
responsibility  and  its  relief  of  financial 
penalty  under  section  1903(g)(1)  of  the 
Act,  the  PSRO’s  assumption  of  review 
responsibility  in  skilled  nursing  facili¬ 
ties  and  intermediate  care  facilities 
shall  be  based  upon  the  PSRO’s  ap¬ 
proved  timetable  for  review  in  those 
facilities. 

(b)  Certifications.  Certifications 
made  by  attending  physicians  under 
section  1156(d)  of  the  Act  shall  be  in 
lieu  of  physician  certifications  re¬ 
quired  under  section  1903(g)(1)(A)  of 
the  Act. 

(c)  Payment  determinations.  (1) 
PSRO  determinations  under  section 
1155(a)  of  the  Act,  with  regard  to  the 
medical  necessity,  quality  and  appro¬ 
priate  level  of  care  of  health  care  ser¬ 
vices,  shall  be  conclusive  with  regard 
to  those  issues  on  decisions  of  Medic¬ 
aid  State  agencies  under  sections 
1903(g)  and  1903(0(4)  of  the  Act. 

(2)  Reviews  with  respect  to  those  de¬ 
terminations  shall  not  be  conducted, 
for  purposes  of  payment,  by  Medicaid 
State  agencies. 

(3)  However,  such  PSRO  determina¬ 
tions  shall  not  preclude  appropriate 
coverage  determinations  under  the 
provisions  of  Title  XIX  of  the  Act 
with  regard  to  issues  that  are  not  sub¬ 
ject  to  PSRO  determinations. 

(d)  Survey  and  compliance  activi¬ 
ties.  PSRO  review  and  monitoring  ac¬ 
tivities  shall  be  in  lieu  of  the  valida¬ 
tion  procedures  performed  by  the  Sec¬ 
retary  under  section  1903(g)(2)  of  the 
Act  and  the  survey  procedures  re¬ 
quired  of  State  survey  agencies  under 
section  1902(a)(33)  of  the  Act. 

(e)  Review  and  appeals  activities. 
(1)  Any  reviews,  appeals  and  notifica¬ 
tions  of  PSRO  determinations  pro¬ 
vided  under  sections  1159  (a)  and  (b) 
of  the  Act  shall  be  in  lieu  of  fair  hear¬ 
ings  before  State  agencies  and  notifi¬ 
cations  provided  under  section 
1902(a)(3)  of  the  Act  with  respect  to 
the  issues  of  the  medical  necessity, 
quality  and  appropriate  level  of  care 
of  health  care  services. 

(2)  The  provisions  of  §  463.17(b)  re¬ 
lating  to  payment  pending  a  PSRO  re¬ 
consideration  decision  are  in  lieu  of 
the  provisions  of  45  CFR  205.10(b)(1) 
relating  to  payment  pending  a  State 
agency  hearing  decision. 

(f)  State  plans.  The  provisions  of 
this  part  shall  apply  to  the  operation 
of  State  plans  and  programs  approved 
under  Title  XIX  of  the  Act. 
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§  463.28  Continuation  of  functions  not  as¬ 
sumed  by  PSROs. 

Any  of  the  duties  and  functions  of  a 
PSRO  under  Title  XI.  Part  B  of  the 
Act  for  which  a  PSRO  has  not  as¬ 
sumed  responsibility  shall  be  per¬ 
formed  in  the  manner  and  to  the 
extent  otherwise  provided  for  under 
the  Act. 

[FR  Doc.  78-4301  Filed  2-21-78;  8:45  am) 
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